
216 

42 CFR Ch. IV (10–1–18 Edition) § 415.208 

(b) Physician fee schedule. (1) Services 
furnished by a resident in a nonpro-
vider setting are covered as physician 
services and payable under the physi-
cian fee schedule if the following re-
quirements are met: 

(i) The resident is fully licensed to 
practice medicine, osteopathy, den-
tistry, or podiatry in the State in 
which the service is performed. 

(ii) The time spent in patient care ac-
tivities in the nonprovider setting is 
not included in a teaching hospital’s 
full-time equivalency resident count 
for the purpose of direct GME pay-
ments. 

(2) Payment may be made regardless 
of whether a resident is functioning 
within the scope of his or her GME pro-
gram in the nonprovider setting. 

(3) If fee schedule payment is made 
for the resident’s services in a nonpro-
vider setting, payment must not be 
made for the services of a teaching 
physician. 

(4) The carrier must apply the physi-
cian fee schedule payment rules set 
forth in subpart A of part 414 of this 
chapter to payments for services fur-
nished by a resident in a nonprovider 
setting. 

[60 FR 63178, Dec. 8, 1995, as amended at 70 
FR 47490, Aug. 12, 2005] 

§ 415.208 Services of moonlighting 
residents. 

(a) Definition. For purposes of this 
section, the term services of moon-
lighting residents refers to services that 
licensed residents perform that are 
outside the scope of an approved GME 
program. 

(b) Services in GME program hospitals. 
(1) The services of residents to inpa-
tients of hospitals in which the resi-
dents have their approved GME pro-
gram are not covered as physician serv-
ices and are payable under §§ 413.75 
through 413.83 regarding direct GME 
payments. 

(2) Services of residents that are not 
related to their approved GME pro-
grams and are performed in an out-
patient department or emergency de-
partment of a hospital in which they 
have their training program are cov-
ered as physician services and payable 
under the physician fee schedule if all 
of the following criteria are met: 

(i) The services are identifiable phy-
sician services and meet the conditions 
for payment of physician services to 
beneficiaries in providers in § 415.102(a). 

(ii) The resident is fully licensed to 
practice medicine, osteopathy, den-
tistry, or podiatry by the State in 
which the services are performed. 

(iii) The services performed can be 
separately identified from those serv-
ices that are required as part of the ap-
proved GME program. 

(3) If the criteria specified in para-
graph (b)(2) of this section are met, the 
services of the moonlighting resident 
are considered to have been furnished 
by the individual in his or her capacity 
as a physician, rather than in the ca-
pacity of a resident. The carrier must 
review the contracts and agreements 
for these services to ensure compliance 
with the criteria specified in paragraph 
(b)(2) of this section. 

(4) No payment is made for services 
of a ‘‘teaching physician’’ associated 
with moonlighting services, and the 
time spent furnishing these services is 
not included in the teaching hospital’s 
full-time equivalency count for the in-
direct GME payment (§ 412.105 of this 
chapter) and for the direct GME pay-
ment (§§ 413.75 through 413.83 of this 
chapter). 

(c) Other settings. Moonlighting serv-
ices of a licensed resident in an ap-
proved GME program furnished outside 
the scope of that program in a hospital 
or other setting that does not partici-
pate in the approved GME program are 
payable under the physician fee sched-
ule as set forth in § 415.206(b)(1). 

[60 FR 63178, Dec. 8, 1995, as amended at 70 
FR 47490, Aug. 12, 2005] 

PART 416—AMBULATORY 
SURGICAL SERVICES 

Subpart A—General Provisions and 
Definitions 

Sec. 
416.1 Basis and scope. 
416.2 Definitions. 

Subpart B—General Conditions and 
Requirements 

416.25 Basic requirements. 
416.26 Qualifying for an agreement. 
416.30 Terms of agreement with CMS. 
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416.35 Termination of agreement. 

Subpart C—Specific Conditions for 
Coverage 

416.40 Condition for coverage—Compliance 
with State licensure law. 

416.41 Condition for coverage—Governing 
body and management. 

416.42 Condition for coverage—Surgical 
services. 

416.43 Conditions for coverage—Quality as-
sessment and performance improvement. 

416.44 Condition for coverage—Environ-
ment. 

416.45 Condition for coverage—Medical 
staff. 

416.46 Condition for coverage—Nursing serv-
ices. 

416.47 Condition for coverage—Medical 
records. 

416.48 Condition for coverage—Pharma-
ceutical services. 

416.49 Condition for coverage—Laboratory 
and radiologic services. 

416.50 Condition for coverage—Patient 
rights. 

416.51 Conditions for coverage—Infection 
control. 

416.52 Conditions for coverage—Patient ad-
mission, assessment and discharge. 

416.54 Condition for coverage—Emergency 
preparedness. 

Subpart D—Scope of Benefits for Services 
Furnished Before January 1, 2008 

416.60 General rules. 
416.61 Scope of facility services. 
416.65 Covered surgical procedures. 
416.75 Performance of listed surgical proce-

dures on an inpatient hospital basis. 
416.76 Applicability. 

Subpart E—Prospective Payment System 
for Facility Services Furnished Before 
January 1, 2008 

416.120 Basis for payment. 
416.121 Applicability. 
416.125 ASC facility services payment rate. 
416.130 Publication of revised payment 

methodologies. 
416.140 Surveys. 

Subpart F—Coverage, Scope of ASC Serv-
ices, and Prospective Payment System 
for ASC Services Furnished on or After 
January 1, 2008 

416.160 Basis and scope 
416.161 Applicability of this subpart 
416.163 General rules 
416.164 Scope of ASC services 
416.166 Covered surgical procedures 
416.167 Basis of payment 

416.171 Determination of payment rates for 
ASC services 

416.172 Adjustments to national payment 
rates 

416.173 Publication of revised payment 
methodologies and payment rates 

416.178 Limitations on administrative and 
judicial review 

416.179 Payment and coinsurance reduction 
for devices replaced without cost or when 
full or partial credit is received. 

Subpart G—Adjustment in Payment 
Amounts for New Technology Intra-
ocular Lenses Furnished by Ambula-
tory Service Centers 

416.180 Basis and scope. 
416.185 Process for establishing a new class 

of new technology IOLs. 
416.190 Request for review of payment 

amount. 
416.195 Determination of membership in 

new classes of new technology IOLs. 
416.200 Payment adjustment. 

Subpart H—Requirements Under the Am-
bulatory Surgical Center Quality Re-
porting (ASCQR) Program 

416.300 Basis and scope of subpart. 
416.305 Participation and withdrawal re-

quirements under the ASCQR Program. 
416.310 Data collection and submission re-

quirements under the ASCQR Program. 
416.315 Public reporting of data under the 

ASCQR Program. 
416.320 Retention and removal of quality 

measures under the ASCQR Program. 
416.325 Measure maintenance under the 

ASCQR Program. 
416.330 Reconsiderations under the ASCQR 

Program. 

AUTHORITY: Secs. 1102, 1138, and 1871 of the 
Social Security Act (42 U.S.C. 1302, 1320b–8, 
and 1395hh) and section 371 of the Public 
Health Service Act (42 U.S.C. 273). 

SOURCE: 47 FR 34094, Aug. 5, 1982, unless 
otherwise noted. 

Subpart A—General Provisions 
and Definitions 

§ 416.1 Basis and scope. 

(a) Statutory basis. (1) Section 
1832(a)(2)(F)(i) of the Act provides for 
Medicare Part B coverage of facility 
services furnished in connection with 
surgical procedures specified by the 
Secretary under section 1833(i)(1) of the 
Act. 
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(2) Section 1833(i)(1)(A) of the Act re-
quires the Secretary to specify the sur-
gical procedures that can be performed 
safely on an ambulatory basis in an 
ambulatory surgical center. 

(3) Sections 1833(i)(2)(A) and (D) and 
1833(a)(1)(G) of the Act specify the 
amounts to be paid for facility services 
furnished in connection with the speci-
fied surgical procedures when they are 
performed in an ASC. 

(4) Section 1833(i)(2)(C) of the Act 
provides that if the Secretary has not 
updated amounts for ASC facility serv-
ices furnished during a fiscal year 
through 2005 or a calendar year begin-
ning with 2006, the amounts shall be in-
creased by the percentage increase in 
the Consumer Price Index for all urban 
consumers as estimated by the Sec-
retary for the 12-month period ending 
with the midpoint of the year involved, 
except that, in fiscal year 2005, the last 
quarter of calendar year 2005, and each 
of the calendar years 2006 through 2009, 
the increase shall be zero percent. 

(5) Section 1833(i)(2)(E) of the Act 
provides that, with respect to surgical 
procedures furnished on or after Janu-
ary 1, 2007, and before the effective date 
of the implementation of a revised pay-
ment system, the payment amount 
shall be the lesser of the ASC payment 
rate established under section 
1833(i)(2)(A) of the Act or the prospec-
tive payment rate for hospital out-
patient department services estab-
lished under section 1833(t)(3)(D) of the 
Act. The lesser payment amount shall 
be determined prior to application of 
any geographic adjustment. 

(b) Scope. This part sets forth— 
(1) The conditions that an ASC must 

meet in order to participate in the 
Medicare program; 

(2) The scope of covered services; and 
(3) The conditions for Medicare pay-

ment for facility services. 

[56 FR 8843, Mar. 1, 1991; 56 FR 23022, May 20, 
1991, as amended at 71 FR 68226, Nov. 24, 2006] 

§ 416.2 Definitions. 
As used in this part: 
Ambulatory surgical center or ASC 

means any distinct entity that oper-
ates exclusively for the purpose of pro-
viding surgical services to patients not 
requiring hospitalization and in which 
the expected duration of services would 

not exceed 24 hours following an admis-
sion. The entity must have an agree-
ment with CMS to participate in Medi-
care as an ASC, and must meet the 
conditions set forth in subparts B and 
C of this part. 

ASC services means, for the period be-
fore January 1, 2008, facility services 
that are furnished in an ASC, and be-
ginning January 1, 2008, means the 
combined facility services and covered 
ancillary services that are furnished in 
an ASC in connection with covered sur-
gical procedures. 

Covered ancillary services means items 
and services that are integral to a cov-
ered surgical procedure performed in 
an ASC as provided in § 416.164(b), for 
which payment may be made under 
§ 416.171 in addition to the payment for 
the facility services. 

Covered surgical procedures means 
those surgical procedures furnished be-
fore January 1, 2008, that meet the cri-
teria specified in § 416.65 and those sur-
gical procedures furnished on or after 
January 1, 2008, that meet the criteria 
specified in § 416.166. 

Facility services means for the period 
before January 1, 2008, services that are 
furnished in connection with covered 
surgical procedures performed in an 
ASC, and beginning January 1, 2008, 
means services that are furnished in 
connection with covered surgical pro-
cedures performed in an ASC as pro-
vided in § 416.164(a) for which payment 
is included in the ASC payment estab-
lished under § 416.171 for the covered 
surgical procedure. 

[56 FR 8843, Mar. 1, 1991; 56 FR 23022, May 20, 
1991, as amended at 71 FR 68226, Nov. 24, 2006; 
72 FR 42544, Aug. 2, 2007; 73 FR 68811, Nov. 18, 
2008] 

Subpart B—General Conditions 
and Requirements 

§ 416.25 Basic requirements. 

Participation as an ASC is limited to 
facilities that— 

(a) Meet the definition in § 416.2; and 
(b) Have in effect an agreement ob-

tained in accordance with this subpart. 

[56 FR 8843, Mar. 1, 1991] 
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1 For facility services furnished before July 
1987, the ASC had to agree to make no charge 
to the beneficiary, since those services were 
not subject to the part B deductible and co-
insurance provisions. 

§ 416.26 Qualifying for an agreement. 

(a) Deemed compliance. CMS may 
deem an ASC to be in compliance with 
any or all of the conditions set forth in 
subpart C of this part if— 

(1) The ASC is accredited by a na-
tional accrediting body, or licensed by 
a State agency, that CMS determines 
provides reasonable assurance that the 
conditions are met; 

(2) In the case of deemed status 
through accreditation by a national ac-
crediting body, where State law re-
quires licensure, the ASC complies 
with State licensure requirements; and 

(3) The ASC authorizes the release to 
CMS, of the findings of the accredita-
tion survey. 

(b) Survey of ASCs. (1) Unless CMS 
deems the ASC to be in compliance 
with the conditions set forth in subpart 
C of this part, the State survey agency 
must survey the facility to ascertain 
compliance with those conditions, and 
report its findings to CMS. 

(2) CMS surveys deemed ASCs on a 
sample basis as part of CMS’s valida-
tion process. 

(c) Acceptance of the ASC as qualified 
to furnish ambulatory surgical services. If 
CMS determines, after reviewing the 
survey agency recommendation and 
other evidence relating to the quali-
fication of the ASC, that the facility 
meets the requirements of this part, it 
sends to the ASC— 

(1) Written notice of the determina-
tion; and 

(2) Two copies of the ASC agreement. 
(d) Filing of agreement by the ASC. If 

the ASC wishes to participate in the 
program, it must— 

(1) Have both copies of the ASC 
agreement signed by its authorized rep-
resentative; and 

(2) File them with CMS. 
(e) Acceptance by CMS. If CMS accepts 

the agreement filed by the ASC, re-
turns to the ASC one copy of the agree-
ment, with a notice of acceptance 
specifying the effective date. 

(f) Appeal rights. If CMS refuses to 
enter into an agreement or if CMS ter-
minates an agreement, the ASC is enti-
tled to a hearing in accordance with 
part 498 of this chapter. 

[56 FR 8843, Mar. 1, 1991] 

§ 416.30 Terms of agreement with 
CMS. 

As part of the agreement under 
§ 416.26 the ASC must agree to the fol-
lowing: 

(a) Compliance with coverage condi-
tions. The ASC agrees to meet the con-
ditions for coverage specified in sub-
part C of this part and to report 
promptly to CMS any failure to do so. 

(b) Limitation on charges to bene-
ficiaries. 1 The ASC agrees to charge the 
beneficiary or any other person only 
the applicable deductible and coinsur-
ance amounts for facility services for 
which the beneficiary— 

(1) Is entitled to have payment made 
on his or her behalf under this part; or 

(2) Would have been so entitled if the 
ASC had filed a request for payment in 
accordance with § 410.165 of this chap-
ter. 

(c) Refunds to beneficiaries. (1) The 
ASC agrees to refund as promptly as 
possible any money incorrectly col-
lected from beneficiaries or from some-
one on their behalf. 

(2) As used in this section, money in-
correctly collected means sums collected 
in excess of those specified in para-
graph (b) of this section. It includes 
amounts collected for a period of time 
when the beneficiary was believed not 
to be entitled to Medicare benefits if— 

(i) The beneficiary is later deter-
mined to have been entitled to Medi-
care benefits; and 

(ii) The beneficiary’s entitlement pe-
riod falls within the time the ASC’s 
agreement with CMS is in effect. 

(d) Furnishing information. The ASC 
agrees to furnish to CMS, if requested, 
information necessary to establish pay-
ment rates specified in §§ 416.120–416.130 
in the form and manner that CMS re-
quires. 

(e) Acceptance of assignment. The ASC 
agrees to accept assignment for all fa-
cility services furnished in connection 
with covered surgical procedures. For 
purposes of this section, assignment 
means an assignment under § 424.55 of 
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this chapter of the right to receive pay-
ment under Medicare Part B and pay-
ment under § 424.64 of this chapter 
(when an individual dies before assign-
ing the claim). 

(f) ASCs operated by a hopsital. In an 
ASC operated by a hospital— 

(1) The agreement is made effective 
on the first day of the next Medicare 
cost reporting period of the hospital 
that operates the ASC; and 

(2) The ASC participates and is paid 
only as an ASC. 

(3) Costs for the ASC are treated as a 
non-reimbursable cost center on the 
hopsital’s cost report. 

(g) Additional provisions. The agree-
ment may contain any additional pro-
visions that CMS finds necessary or de-
sirable for the efficient and effective 
administration of the Medicare pro-
gram. 

[47 FR 34094, Aug. 5, 1982, as amended at 51 
FR 41351, Nov. 14, 1986; 56 FR 8844, Mar. 1, 
1991; 74 FR 60680, Nov. 20, 2009] 

§ 416.35 Termination of agreement. 
(a) Termination by the ASC—(1) Notice 

to CMS. An ASC that wishes to termi-
nate its agreement must send CMS 
written notice of its intent. 

(2) Date of termination. The notice 
may state the intended date of termi-
nation which must be the first day of a 
calendar month. 

(i) If the notice does not specify a 
date, or the date is not acceptable to 
CMS, CMS may set a date that will not 
be more than 6 months from the date 
on the ASC’s notice of intent. 

(ii) CMS may accept a termination 
date that is less than 6 months after 
the date on the ASC’s notice if it deter-
mines that to do so would not unduly 
disrupt services to the community or 
otherwise interfere with the effective 
and efficient administration of the 
Medicare program. 

(3) Voluntary termination. If an ASC 
ceases to furnish services to the com-
munity, that shall be deemed to be a 
voluntary termination of the agree-
ment by the ASC, effective on the last 
day of business with Medicare bene-
ficiaries. 

(b) Termination by CMS—(1) Cause for 
termination. CMS may terminate an 
agreement if it determines that the 
ASC— 

(i) No longer meets the conditions for 
coverage as specified under § 416.26; or 

(ii) Is not in substantial compliance 
with the provisions of the agreement, 
the requirements of this subpart, and 
other applicable regulations of sub-
chapter B of this chapter, or any appli-
cable provisions of title XVIII of the 
Act. 

(2) Notice of termination. CMS sends 
notice of termination to the ASC at 
least 15 days before the effective date 
stated in the notice. 

(3) Appeal by the ASC. An ASC may 
appeal the termination of its agree-
ment in accordance with the provisions 
set forth in part 498 of this chapter. 

(c) Effect of termination. Payment is 
not available for ASC services fur-
nished on or after the effective date of 
termination. 

(d) Notice to the public. Prompt notice 
of the date and effect of termination is 
given to the public by— 

(1) The ASC, after CMS has approved 
or set a termination date; or 

(2) CMS, when it has terminated the 
agreement. 

(e) Conditions for reinstatement after 
termination of agreement by CMS. When 
an agreement with an ASC is termi-
nated by CMS, the ASC may not file 
another agreement to participate in 
the Medicare program unless CMS— 

(1) Finds that the reason for the ter-
mination of the prior agreement has 
been removed; and 

(2) Is assured that the reason for the 
termination will not recur. 

[47 FR 34094, Aug. 5, 1982, as amended at 52 
FR 22454, June 12, 1987; 56 FR 8844, Mar. 1, 
1991; 61 FR 40347, Aug. 2, 1996; 82 FR 38515, 
Aug. 14, 2017] 

Subpart C—Specific Conditions for 
Coverage 

§ 416.40 Condition for coverage—Com-
pliance with State licensure law. 

The ASC must comply with State li-
censure requirements. 

§ 416.41 Condition for coverage—Gov-
erning body and management. 

The ASC must have a governing body 
that assumes full legal responsibility 
for determining, implementing, and 
monitoring policies governing the 
ASC’s total operation. The governing 
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body has oversight and accountability 
for the quality assessment and per-
formance improvement program, en-
sures that facility policies and pro-
grams are administered so as to pro-
vide quality health care in a safe envi-
ronment, and develops and maintains a 
disaster preparedness plan. 

(a) Standard: Contract services. When 
services are provided through a con-
tract with an outside resource, the 
ASC must assure that these services 
are provided in a safe and effective 
manner. 

(b) Standard: Hospitalization. (1) The 
ASC must have an effective procedure 
for the immediate transfer, to a hos-
pital, of patients requiring emergency 
medical care beyond the capabilities of 
the ASC. 

(2) This hospital must be a local, 
Medicare-participating hospital or a 
local, nonparticipating hospital that 
meets the requirements for payment 
for emergency services under § 482.2 of 
this chapter. 

(3) The ASC must— 
(i) Have a written transfer agreement 

with a hospital that meets the require-
ments of paragraph (b)(2) of this sec-
tion; or 

(ii) Ensure that all physicians per-
forming surgery in the ASC have ad-
mitting privileges at a hospital that 
meets the requirements of paragraph 
(b)(2) of this section. 

[73 FR 68811, Nov. 18, 2008, as amended at 81 
FR 64022, Sept. 16, 2016] 

§ 416.42 Condition for coverage—Sur-
gical services. 

Surgical procedures must be per-
formed in a safe manner by qualified 
physicians who have been granted clin-
ical privileges by the governing body of 
the ASC in accordance with approved 
policies and procedures of the ASC. 

(a) Standard: Anesthetic risk and eval-
uation. (1) A physician must examine 
the patient immediately before surgery 
to evaluate the risk of anesthesia and 
of the procedure to be performed. 

(2) Before discharge from the ASC, 
each patient must be evaluated by a 
physician or by an anesthetist as de-
fined at § 410.69(b) of this chapter, in ac-
cordance with applicable State health 
and safety laws, standards of practice, 

and ASC policy, for proper anesthesia 
recovery. 

(b) Standard: Administration of anes-
thesia. Anesthetics must be adminis-
tered by only— 

(1) A qualified anesthesiologist; or 
(2) A physician qualified to admin-

ister anesthesia, a certified registered 
nurse anesthetist (CRNA), or an anes-
thesiologist’s assistant as defined in 
§ 410.69(b) of this chapter, or a super-
vised trainee in an approved edu-
cational program. In those cases in 
which a non-physician administers the 
anesthesia, unless exempted in accord-
ance with paragraph (c) of this section, 
the anesthetist must be under the su-
pervision of the operating physician, 
and in the case of an anesthesiologist’s 
assistant, under the supervision of an 
anesthesiologist. 

(c) Standard: State exemption. (1) An 
ASC may be exempted from the re-
quirement for physician supervision of 
CRNAs as described in paragraph (b)(2) 
of this section, if the State in which 
the ASC is located submits a letter to 
CMS signed by the Governor, following 
consultation with the State’s Boards of 
Medicine and Nursing, requesting ex-
emption from physician supervision of 
CRNAs. The letter from the Governor 
must attest that he or she has con-
sulted with State Boards of Medicine 
and Nursing about issues related to ac-
cess to and the quality of anesthesia 
services in the State and has concluded 
that it is in the best interests of the 
State’s citizens to opt-out of the cur-
rent physician supervision require-
ment, and that the opt-out is con-
sistent with State law. 

(2) The request for exemption and 
recognition of State laws, and the 
withdrawal of the request may be sub-
mitted at any time, and are effective 
upon submission. 

[57 FR 33899, July 31, 1992, as amended at 66 
FR 56768, Nov. 13, 2001; 73 FR 68812, Nov. 18, 
2008; 79 FR 27153, May 12, 2014] 

§ 416.43 Conditions for coverage— 
Quality assessment and perform-
ance improvement. 

The ASC must develop, implement 
and maintain an ongoing, data-driven 
quality assessment and performance 
improvement (QAPI) program. 
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(a) Standard: Program scope. (1) The 
program must include, but not be lim-
ited to, an ongoing program that dem-
onstrates measurable improvement in 
patient health outcomes, and improves 
patient safety by using quality indica-
tors or performance measures associ-
ated with improved health outcomes 
and by the identification and reduction 
of medical errors. 

(2) The ASC must measure, analyze, 
and track quality indicators, adverse 
patient events, infection control and 
other aspects of performance that in-
cludes care and services furnished in 
the ASC. 

(b) Standard: Program data. (1) The 
program must incorporate quality indi-
cator data, including patient care and 
other relevant data regarding services 
furnished in the ASC. 

(2) The ASC must use the data col-
lected to— 

(i) Monitor the effectiveness and 
safety of its services, and quality of its 
care. 

(ii) Identify opportunities that could 
lead to improvements and changes in 
its patient care. 

(c) Standard: Program activities. (1) 
The ASC must set priorities for its per-
formance improvement activities 
that— 

(i) Focus on high risk, high volume, 
and problem-prone areas. 

(ii) Consider incidence, prevalence, 
and severity of problems in those 
areas. 

(iii) Affect health outcomes, patient 
safety, and quality of care. 

(2) Performance improvement activi-
ties must track adverse patient events, 
examine their causes, implement im-
provements, and ensure that improve-
ments are sustained over time. 

(3) The ASC must implement preven-
tive strategies throughout the facility 
targeting adverse patient events and 
ensure that all staff are familiar with 
these strategies. 

(d) Standard: Performance improvement 
projects. (1) The number and scope of 
distinct improvement projects con-
ducted annually must reflect the scope 
and complexity of the ASC’s services 
and operations. 

(2) The ASC must document the 
projects that are being conducted. The 
documentation, at a minimum, must 

include the reason(s) for implementing 
the project, and a description of the 
project’s results. 

(e) Standard: Governing body respon-
sibilities. The governing body must en-
sure that the QAPI program— 

(1) Is defined, implemented, and 
maintained by the ASC. 

(2) Addresses the ASC’s priorities and 
that all improvements are evaluated 
for effectiveness. 

(3) Specifies data collection methods, 
frequency, and details. 

(4) Clearly establishes its expecta-
tions for safety. 

(5) Adequately allocates sufficient 
staff, time, information systems and 
training to implement the QAPI pro-
gram. 

[73 FR 68812, Nov. 18, 2008] 

§ 416.44 Condition for coverage—Envi-
ronment. 

The ASC must have a safe and sani-
tary environment, properly con-
structed, equipped, and maintained to 
protect the health and safety of pa-
tients. 

(a) Standard: Physical environment. 
The ASC must provide a functional and 
sanitary environment for the provision 
of surgical services. 

(1) Each operating room must be de-
signed and equipped so that the types 
of surgery conducted can be performed 
in a manner that protects the lives and 
assures the physical safety of all indi-
viduals in the area. 

(2) The ASC must have a separate re-
covery room and waiting area. 

(b) Standard: Safety from fire. (1) Ex-
cept as otherwise provided in this sec-
tion, the ASC must meet the provisions 
applicable to Ambulatory Health Care 
Occupancies, regardless of the number 
of patients served, and must proceed in 
accordance with the Life Safety Code 
(NFPA 101 and Tentative Interim 
Amendments TIA 12–1, TIA 12–2, TIA 
12–3, and TIA 12–4). 

(2) In consideration of a rec-
ommendation by the State survey 
agency or Accrediting Organization or 
at the discretion of the Secretary, may 
waive, for periods deemed appropriate, 
specific provisions of the Life Safety 
Code, which would result in unreason-
able hardship upon an ASC, but only if 
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the waiver will not adversely affect the 
health and safety of the patients. 

(3) The provisions of the Life Safety 
Code do not apply in a State if CMS 
finds that a fire and safety code im-
posed by State law adequately protects 
patients in an ASC. 

(4) An ASC may place alcohol-based 
hand rub dispensers in its facility if the 
dispensers are installed in a manner 
that adequately protects against inap-
propriate access. 

(5) When a sprinkler system is shut 
down for more than 10 hours, the ASC 
must: 

(i) Evacuate the building or portion 
of the building affected by the system 
outage until the system is back in 
service, or 

(ii) Establish a fire watch until the 
system is back in service. 

(6) Beginning July 5, 2017, an ASC 
must be in compliance with Chapter 
21.3.2.1, Doors to hazardous areas. 

(c) Standard: Building Safety. Except 
as otherwise provided in this section, 
the ASC must meet the applicable pro-
visions and must proceed in accordance 
with the 2012 edition of the Health Care 
Facilities Code (NFPA 99, and Ten-
tative Interim Amendments TIA 12–2, 
TIA 12–3, TIA 12–4, TIA 12–5 and TIA 12– 
6). 

(1) Chapters 7, 8, 12, and 13 of the 
adopted Health Care Facilities Code do 
not apply to an ASC. 

(2) If application of the Health Care 
Facilities Code required under para-
graph (c) of this section would result in 
unreasonable hardship for the ASC, 
CMS may waive specific provisions of 
the Health Care Facilities Code, but 
only if the waiver does not adversely 
affect the health and safety of patients. 

(d) Standard: Emergency equipment. 
The ASC medical staff and governing 
body of the ASC coordinates, develops, 
and revises ASC policies and proce-
dures to specify the types of emergency 
equipment required for use in the 
ASC’s operating room. The equipment 
must meet the following requirements: 

(1) Be immediately available for use 
during emergency situations. 

(2) Be appropriate for the facility’s 
patient population. 

(3) Be maintained by appropriate per-
sonnel. 

(e) Standard: Emergency personnel. 
Personnel trained in the use of emer-
gency equipment and in 
cardiopulmonary resuscitation must be 
available whenever there is a patient in 
the ASC. 

(f) The standards incorporated by ref-
erence in this section are approved for 
incorporation by reference by the Di-
rector of the Office of the Federal Reg-
ister in accordance with 5 U.S.C. 552(a) 
and 1 CFR part 51. You may inspect a 
copy at the CMS Information Resource 
Center, 7500 Security Boulevard, Balti-
more, MD or at the National Archives 
and Records Administration (NARA). 
For information on the availability of 
this material at NARA, call 202–741– 
6030, or go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. If any changes in 
this edition of the Code are incor-
porated by reference, CMS will publish 
a document in the FEDERAL REGISTER 
to announce the changes. 

(1) National Fire Protection Associa-
tion, 1 Batterymarch Park, Quincy, 
MA 02169, www.nfpa.org, 1.617.770.3000. 

(i) NFPA 99, Standards for Health 
Care Facilities Code of the National 
Fire Protection Association 99, 2012 
edition, issued August 11, 2011. 

(ii) TIA 12–2 to NFPA 99, issued Au-
gust 11, 2011. 

(iii) TIA 12–3 to NFPA 99, issued Au-
gust 9, 2012. 

(iv) TIA 12–4 to NFPA 99, issued 
March 7, 2013. 

(v) TIA 12–5 to NFPA 99, issued Au-
gust 1, 2013. 

(vi) TIA 12–6 to NFPA 99, issued 
March 3, 2014. 

(vii) NFPA 101, Life Safety Code, 2012 
edition, issued August 11, 2011; 

(viii) TIA 12–1 to NFPA 101, issued 
August 11, 2011. 

(ix) TIA 12–2 to NFPA 101, issued Oc-
tober 30, 2012. 

(x) TIA 12–3 to NFPA 101, issued Oc-
tober 22, 2013. 

(xi) TIA 12–4 to NFPA 101, issued Oc-
tober 22, 2013. 
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(2) [Reserved] 

[47 FR 34094, Aug. 5, 1982, amended at 53 FR 
11508, Apr. 7, 1988; 54 FR 4026, Jan. 27, 1989; 68 
FR 1385, Jan. 10, 2003; 69 FR 18803, Apr. 9, 
2004; 70 FR 15237, Mar. 25, 2005; 71 FR 55339, 
Sept. 22, 2006; 77 FR 29030, May 16, 2012; 81 FR 
26896, May 4, 2016; 81 FR 42548, June 30, 2016] 

§ 416.45 Condition for coverage—Med-
ical staff. 

The medical staff of the ASC must be 
accountable to the governing body. 

(a) Standard: Membership and clinical 
privileges. Members of the medical staff 
must be legally and professionally 
qualified for the positions to which 
they are appointed and for the perform-
ance of privileges granted. The ASC 
grants privileges in accordance with 
recommendations from qualified med-
ical personnel. 

(b) Standard: Reappraisals. Medical 
staff privileges must be periodically re-
appraised by the ASC. The scope of pro-
cedures performed in the ASC must be 
periodically reviewed and amended as 
appropriate. 

(c) Standard: Other practitioners. If the 
ASC assigns patient care responsibil-
ities to practitioners other than physi-
cians, it must have established policies 
and procedures, approved by the gov-
erning body, for overseeing and evalu-
ating their clinical activities. 

§ 416.46 Condition for coverage—Nurs-
ing services. 

The nursing services of the ASC must 
be directed and staffed to assure that 
the nursing needs of all patients are 
met. 

(a) Standard: Organization and staff-
ing. Patient care responsibilities must 
be delineated for all nursing service 
personnel. Nursing services must be 
provided in accordance with recognized 
standards of practice. There must be a 
registered nurse available for emer-
gency treatment whenever there is a 
patient in the ASC. 

(b) [Reserved] 

§ 416.47 Condition for coverage—Med-
ical records. 

The ASC must maintain complete, 
comprehensive, and accurate medical 
records to ensure adequate patient 
care. 

(a) Standard: Organization. The ASC 
must develop and maintain a system 
for the proper collection, storage, and 
use of patient records. 

(b) Standard: Form and content of 
record. The ASC must maintain a med-
ical record for each patient. Every 
record must be accurate, legible, and 
promptly completed. Medical records 
must include at least the following: 

(1) Patient identification. 
(2) Significant medical history and 

results of physical examination. 
(3) Pre-operative diagnostic studies 

(entered before surgery), if performed. 
(4) Findings and techniques of the op-

eration, including a pathologist’s re-
port on all tissues removed during sur-
gery, except those exempted by the 
governing body. 

(5) Any allergies and abnormal drug 
reactions. 

(6) Entries related to anesthesia ad-
ministration. 

(7) Documentation of properly exe-
cuted informed patient consent. 

(8) Discharge diagnosis. 

§ 416.48 Condition for coverage—Phar-
maceutical services. 

The ASC must provide drugs and 
biologicals in a safe and effective man-
ner, in accordance with accepted pro-
fessional practice, and under the direc-
tion of an individual designated respon-
sible for pharmaceutical services. 

(a) Standard: Administration of drugs. 
Drugs must be prepared and adminis-
tered according to established policies 
and acceptable standards of practice. 

(1) Adverse reactions must be re-
ported to the physician responsible for 
the patient and must be documented in 
the record. 

(2) Blood and blood products must be 
administered by only physicians or reg-
istered nurses. 

(3) Orders given orally for drugs and 
biologicals must be followed by a writ-
ten order, signed by the prescribing 
physician. 

(b) [Reserved] 

§ 416.49 Condition for coverage—Lab-
oratory and radiologic services. 

(a) Standard: Laboratory services. If 
the ASC performs laboratory services, 
it must meet the requirements of part 
493 of this chapter. If the ASC does not 
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provide its own laboratory services, it 
must have procedures for obtaining 
routine and emergency laboratory 
services from a certified laboratory in 
accordance with part 493 of this chap-
ter. The referral laboratory must be 
certified in the appropriate specialties 
and subspecialties of service to perform 
the referred tests in accordance with 
the requirements of Part 493 of this 
chapter. 

(b) Standard: Radiologic services. (1) 
Radiologic services may only be pro-
vided when integral to procedures of-
fered by the ASC and must meet the re-
quirements specified in § 482.26(b), 
(c)(2), and (d)(2) of this chapter. 

(2) If radiologic services are utilized, 
the governing body must appoint an in-
dividual qualified in accordance with 
State law and ASC policies who is re-
sponsible for assuring all radiologic 
services are provided in accordance 
with the requirements of this section. 

[73 FR 68812, Nov. 18, 2008, as amended at 79 
FR 27153, May 12, 2014] 

§ 416.50 Condition for coverage—Pa-
tient rights. 

The ASC must inform the patient or 
the patient’s representative or surro-
gate of the patient’s rights and must 
protect and promote the exercise of 
these rights, as set forth in this sec-
tion. The ASC must also post the writ-
ten notice of patient rights in a place 
or places within the ASC likely to be 
noticed by patients waiting for treat-
ment or by the patient’s representative 
or surrogate, if applicable. 

(a) Standard: Notice of Rights. An ASC 
must, prior to the start of the surgical 
procedure, provide the patient, the pa-
tient’s representative, or the patient’s 
surrogate with verbal and written no-
tice of the patient’s rights in a lan-
guage and manner that ensures the pa-
tient, the representative, or the surro-
gate understand all of the patient’s 
rights as set forth in this section. The 
ASC’s notice of rights must include the 
address and telephone number of the 
State agency to which patients may re-
port complaints, as well as the Web 
site for the Office of the Medicare Ben-
eficiary Ombudsman. 

(b) Standard: Disclosure of physician fi-
nancial interest or ownership. The ASC 
must disclose, in accordance with Part 

420 of this subchapter, and where appli-
cable, provide a list of physicians who 
have financial interest or ownership in 
the ASC facility. Disclosure of infor-
mation must be in writing. 

(c) Standard: Advance directives. The 
ASC must comply with the following 
requirements: 

(1) Provide the patient or, as appro-
priate, the patient’s representative 
with written information concerning 
its policies on advance directives, in-
cluding a description of applicable 
State health and safety laws and, if re-
quested, official State advance direc-
tive forms. 

(2) Inform the patient or, as appro-
priate, the patient’s representative of 
the patient’s right to make informed 
decisions regarding the patient’s care. 

(3) Document in a prominent part of 
the patient’s current medical record, 
whether or not the individual has exe-
cuted an advance directive. 

(d) Standard: Submission and investiga-
tion of grievances. The ASC must estab-
lish a grievance procedure for docu-
menting the existence, submission, in-
vestigation, and disposition of a pa-
tient’s written or verbal grievance to 
the ASC. The following criteria must 
be met: 

(1) All alleged violations/grievances 
relating, but not limited to, mistreat-
ment, neglect, verbal, mental, sexual, 
or physical abuse, must be fully docu-
mented. 

(2) All allegations must be imme-
diately reported to a person in author-
ity in the ASC. 

(3) Only substantiated allegations 
must be reported to the State author-
ity or the local authority, or both. 

(4) The grievance process must speci-
fy timeframes for review of the griev-
ance and the provisions of a response. 

(5) The ASC, in responding to the 
grievance, must investigate all griev-
ances made by a patient, the patient’s 
representative, or the patient’s surro-
gate regarding treatment or care that 
is (or fails to be) furnished. 

(6) The ASC must document how the 
grievance was addressed, as well as pro-
vide the patient, the patient’s rep-
resentative, or the patient’s surrogate 
with written notice of its decision. The 
decision must contain the name of an 
ASC contact person, the steps taken to 
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investigate the grievance, the result of 
the grievance process and the date the 
grievance process was completed. 

(e) Standard: Exercise of rights and re-
spect for property and person. (1) The pa-
tient has the right to the following: 

(i) Be free from any act of discrimi-
nation or reprisal. 

(ii) Voice grievances regarding treat-
ment or care that is (or fails to be) pro-
vided. 

(iii) Be fully informed about a treat-
ment or procedure and the expected 
outcome before it is performed. 

(2) If a patient is adjudged incom-
petent under applicable State laws by a 
court of proper jurisdiction, the rights 
of the patient are exercised by the per-
son appointed under State law to act 
on the patient’s behalf. 

(3) If a State court has not adjudged 
a patient incompetent, any legal rep-
resentative or surrogate designated by 
the patient in accordance with State 
law may exercise the patient’s rights 
to the extent allowed by State law. 

(f) Standard: Privacy and safety. The 
patient has the right to— 

(1) Personal privacy. 
(2) Receive care in a safe setting. 
(3) Be free from all forms of abuse or 

harassment. 
(g) Standard: Confidentiality of clinical 

records. The ASC must comply with the 
Department’s rules for the privacy and 
security of individually identifiable 
health information, as specified at 45 
CFR parts 160 and 164. 

[73 FR 68812, Nov. 18, 2008, as amended at 76 
FR 65889, Oct. 24, 2011] 

§ 416.51 Conditions for coverage—In-
fection control. 

The ASC must maintain an infection 
control program that seeks to mini-
mize infections and communicable dis-
eases. 

(a) Standard: Sanitary environment. 
The ASC must provide a functional and 
sanitary environment for the provision 
of surgical services by adhering to pro-
fessionally acceptable standards of 
practice. 

(b) Standard: Infection control program. 
The ASC must maintain an ongoing 
program designed to prevent, control, 
and investigate infections and commu-
nicable diseases. In addition, the infec-
tion control and prevention program 

must include documentation that the 
ASC has considered, selected, and im-
plemented nationally recognized infec-
tion control guidelines. The program 
is— 

(1) Under the direction of a des-
ignated and qualified professional who 
has training in infection control; 

(2) An integral part of the ASC’s 
quality assessment and performance 
improvement program; and 

(3) Responsible for providing a plan of 
action for preventing, identifying, and 
managing infections and commu-
nicable diseases and for immediately 
implementing corrective and preven-
tive measures that result in improve-
ment. 

[73 FR 68813, Nov. 18, 2008] 

§ 416.52 Conditions for coverage—Pa-
tient admission, assessment and 
discharge. 

The ASC must ensure each patient 
has the appropriate pre-surgical and 
post-surgical assessments completed 
and that all elements of the discharge 
requirements are completed. 

(a) Standard: Admission and pre-sur-
gical assessment. (1) Not more than 30 
days before the date of the scheduled 
surgery, each patient must have a com-
prehensive medical history and phys-
ical assessment completed by a physi-
cian (as defined in section 1861(r) of the 
Act) or other qualified practitioner in 
accordance with applicable State 
health and safety laws, standards of 
practice, and ASC policy. 

(2) Upon admission, each patient 
must have a pre-surgical assessment 
completed by a physician or other 
qualified practitioner in accordance 
with applicable State health and safety 
laws, standards of practice, and ASC 
policy that includes, at a minimum, an 
updated medical record entry docu-
menting an examination for any 
changes in the patient’s condition 
since completion of the most recently 
documented medical history and phys-
ical assessment, including documenta-
tion of any allergies to drugs and 
biologicals. 

(3) The patient’s medical history and 
physical assessment must be placed in 
the patient’s medical record prior to 
the surgical procedure. 
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(b) Standard: Post-surgical assessment. 
(1) The patient’s post-surgical condi-
tion must be assessed and documented 
in the medical record by a physician, 
other qualified practitioner, or a reg-
istered nurse with, at a minimum, 
post-operative care experience in ac-
cordance with applicable State health 
and safety laws, standards of practice, 
and ASC policy. 

(2) Post-surgical needs must be ad-
dressed and included in the discharge 
notes. 

(c) Standard: Discharge. The ASC 
must— 

(1) Provide each patient with written 
discharge instructions and overnight 
supplies. When appropriate, make a fol-
lowup appointment with the physician, 
and ensure that all patients are in-
formed, either in advance of their sur-
gical procedure or prior to leaving the 
ASC, of their prescriptions, post-opera-
tive instructions and physician contact 
information for followup care. 

(2) Ensure each patient has a dis-
charge order, signed by the physician 
who performed the surgery or proce-
dure in accordance with applicable 
State health and safety laws, standards 
of practice, and ASC policy. 

(3) Ensure all patients are discharged 
in the company of a responsible adult, 
except those patients exempted by the 
attending physician. 

[73 FR 68813, Nov. 18, 2008] 

§ 416.54 Condition for coverage— 
Emergency preparedness. 

The Ambulatory Surgical Center 
(ASC) must comply with all applicable 
Federal, State, and local emergency 
preparedness requirements. The ASC 
must establish and maintain an emer-
gency preparedness program that 
meets the requirements of this section. 
The emergency preparedness program 
must include, but not be limited to, the 
following elements: 

(a) Emergency plan. The ASC must de-
velop and maintain an emergency pre-
paredness plan that must be reviewed, 
and updated at least annually. The 
plan must do the following: 

(1) Be based on and include a docu-
mented, facility-based and community- 
based risk assessment, utilizing an all- 
hazards approach. 

(2) Include strategies for addressing 
emergency events identified by the 
risk assessment. 

(3) Address patient population, in-
cluding, but not limited to, the type of 
services the ASC has the ability to pro-
vide in an emergency; and continuity 
of operations, including delegations of 
authority and succession plans. 

(4) Include a process for cooperation 
and collaboration with local, tribal, re-
gional, State, and Federal emergency 
preparedness officials’ efforts to main-
tain an integrated response during a 
disaster or emergency situation, in-
cluding documentation of the ASC’s ef-
forts to contact such officials and, 
when applicable, of its participation in 
collaborative and cooperative planning 
efforts. 

(b) Policies and procedures. The ASC 
must develop and implement emer-
gency preparedness policies and proce-
dures, based on the emergency plan set 
forth in paragraph (a) of this section, 
risk assessment at paragraph (a)(1) of 
this section, and the communication 
plan at paragraph (c) of this section. 
The policies and procedures must be re-
viewed and updated at least annually. 
At a minimum, the policies and proce-
dures must address the following: 

(1) A system to track the location of 
on-duty staff and sheltered patients in 
the ASC’s care during an emergency. If 
on-duty staff or sheltered patients are 
relocated during the emergency, the 
ASC must document the specific name 
and location of the receiving facility or 
other location. 

(2) Safe evacuation from the ASC, 
which includes the following: 

(i) Consideration of care and treat-
ment needs of evacuees. 

(ii) Staff responsibilities. 
(iii) Transportation. 
(iv) Identification of evacuation loca-

tion(s). 
(v) Primary and alternate means of 

communication with external sources 
of assistance. 

(3) A means to shelter in place for pa-
tients, staff, and volunteers who re-
main in the ASC. 

(4) A system of medical documenta-
tion that does the following: 

(i) Preserves patient information. 
(ii) Protects confidentiality of pa-

tient information. 
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(iii) Secures and maintains the avail-
ability of records. 

(5) The use of volunteers in an emer-
gency and other staffing strategies, in-
cluding the process and role for inte-
gration of State and Federally des-
ignated health care professionals to ad-
dress surge needs during an emergency. 

(6) The role of the ASC under a waiv-
er declared by the Secretary, in accord-
ance with section 1135 of the Act, in 
the provision of care and treatment at 
an alternate care site identified by 
emergency management officials. 

(c) Communication plan. The ASC 
must develop and maintain an emer-
gency preparedness communication 
plan that complies with Federal, State, 
and local laws and must be reviewed 
and updated at least annually. The 
communication plan must include all 
of the following: 

(1) Names and contact information 
for the following: 

(i) Staff. 
(ii) Entities providing services under 

arrangement. 
(iii) Patients’ physicians. 
(iv) Volunteers. 
(2) Contact information for the fol-

lowing: 
(i) Federal, State, tribal, regional, 

and local emergency preparedness 
staff. 

(ii) Other sources of assistance. 
(3) Primary and alternate means for 

communicating with the following: 
(i) ASC’s staff. 
(ii) Federal, State, tribal, regional, 

and local emergency management 
agencies. 

(4) A method for sharing information 
and medical documentation for pa-
tients under the ASC’s care, as nec-
essary, with other health care pro-
viders to maintain the continuity of 
care. 

(5) A means, in the event of an evacu-
ation, to release patient information as 
permitted under 45 CFR 164.510(b)(1)(ii). 

(6) A means of providing information 
about the general condition and loca-
tion of patients under the facility’s 
care as permitted under 45 CFR 
164.510(b)(4). 

(7) A means of providing information 
about the ASC’s needs, and its ability 
to provide assistance, to the authority 

having jurisdiction, the Incident Com-
mand Center, or designee. 

(d) Training and testing. The ASC 
must develop and maintain an emer-
gency preparedness training and test-
ing program that is based on the emer-
gency plan set forth in paragraph (a) of 
this section, risk assessment at para-
graph (a)(1) of this section, policies and 
procedures at paragraph (b) of this sec-
tion, and the communication plan at 
paragraph (c) of this section. The train-
ing and testing program must be re-
viewed and updated at least annually. 

(1) Training program. The ASC must 
do all of the following: 

(i) Initial training in emergency pre-
paredness policies and procedures to all 
new and existing staff, individuals pro-
viding on-site services under arrange-
ment, and volunteers, consistent with 
their expected roles. 

(ii) Provide emergency preparedness 
training at least annually. 

(iii) Maintain documentation of all 
emergency preparedness training. 

(iv) Demonstrate staff knowledge of 
emergency procedures. 

(2) Testing. The ASC must conduct ex-
ercises to test the emergency plan at 
least annually. The ASC must do the 
following: 

(i) Participate in a full-scale exercise 
that is community-based or when a 
community-based exercise is not acces-
sible, individual, facility-based. If the 
ASC experiences an actual natural or 
man-made emergency that requires ac-
tivation of the emergency plan, the 
ASC is exempt from engaging in an 
community-based or individual, facil-
ity-based full-scale exercise for 1 year 
following the onset of the actual event. 

(ii) Conduct an additional exercise 
that may include, but is not limited to 
the following: 

(A) A second full-scale exercise that 
is individual, facility-based. 

(B) A tabletop exercise that includes 
a group discussion led by a facilitator, 
using a narrated, clinically-relevant 
emergency scenario, and a set of prob-
lem statements, directed messages, or 
prepared questions designed to chal-
lenge an emergency plan. 

(iii) Analyze the ASC’s response to 
and maintain documentation of all 
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drills, tabletop exercises, and emer-
gency events and revise the ASC’s 
emergency plan, as needed. 

(e) Integrated healthcare systems. If an 
ASC is part of a healthcare system con-
sisting of multiple separately certified 
healthcare facilities that elects to have 
a unified and integrated emergency 
preparedness program, the ASC may 
choose to participate in the healthcare 
system’s coordinated emergency pre-
paredness program. If elected, the uni-
fied and integrated emergency pre-
paredness program must— 

(1) Demonstrate that each separately 
certified facility within the system ac-
tively participated in the development 
of the unified and integrated emer-
gency preparedness program. 

(2) Be developed and maintained in a 
manner that takes into account each 
separately certified facility’s unique 
circumstances, patient populations, 
and services offered. 

(3) Demonstrate that each separately 
certified facility is capable of actively 
using the unified and integrated emer-
gency preparedness program and is in 
compliance. 

(4) Include a unified and integrated 
emergency plan that meets the require-
ments of paragraphs (a)(2), (3), and (4) 
of this section. The unified and inte-
grated emergency plan must also be 
based on and include the following: 

(i) A documented community-based 
risk assessment, utilizing an all-haz-
ards approach. 

(ii) A documented individual facility- 
based risk assessment for each sepa-
rately certified facility within the 
health system, utilizing an all-hazards 
approach. 

(5) Include integrated policies and 
procedures that meet the requirements 
set forth in paragraph (b) of this sec-
tion, a coordinated communication 
plan and training and testing programs 
that meet the requirements of para-
graphs (c) and (d) of this section, re-
spectively. 

[81 FR 64022, Sept. 16, 2016] 

Subpart D—Scope of Benefits for 
Services Furnished Before 
January 1, 2008 

§ 416.60 General rules. 

(a) The services payable under this 
part are facility services furnished to 
Medicare beneficiaries, by a partici-
pating facility, in connection with cov-
ered surgical procedures specified in 
§ 416.65. 

(b) The surgical procedures, including 
all preoperative and post-operative 
services that are performed by a physi-
cian, are covered as physician services 
under part 410 of this chapter. 

[56 FR 8844, Mar. 1, 1991] 

§ 416.61 Scope of facility services. 
(a) Included services. Facility services 

include, but are not limited to— 
(1) Nursing, technician, and related 

services; 
(2) Use of the facilities where the sur-

gical procedures are performed; 
(3) Drugs, biologicals, surgical 

dressings, supplies, splints, casts, and 
appliances and equipment directly re-
lated to the provision of surgical proce-
dures; 

(4) Diagnostic or therapeutic services 
or items directly related to the provi-
sion of a surgical procedure; 

(5) Administrative, recordkeeping 
and housekeeping items and services; 
and 

(6) Materials for anesthesia. 
(7) Intra-ocular lenses (IOLs). 
(8) Supervision of the services of an 

anesthetist by the operating surgeon. 
(b) Excluded services. Facility services 

do not include items and services for 
which payment may be made under 
other provisions of part 405 of this 
chapter, such as physicians’ services, 
laboratory, X-ray or diagnostic proce-
dures (other than those directly related 
to performance of the surgical proce-
dure), prosthetic devices (except IOLs), 
ambulance services, leg, arm, back and 
neck braces, artificial limbs, and dura-
ble medical equipment for use in the 
patient’s home. In addition, they do 
not include anesthetist services fur-
nished on or after January 1, 1989. 

[56 FR 8844, Mar. 1, 1991, as amended at 57 FR 
33899, July 31, 1992] 
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§ 416.65 Covered surgical procedures. 

Effective for services furnished be-
fore January 1, 2008, covered surgical 
procedures are those procedures that 
meet the standards described in para-
graphs (a) and (b) of this section and 
are included in the list published in ac-
cordance with paragraph (c) of this sec-
tion. 

(a) General standards. Covered sur-
gical procedures are those surgical and 
other medical procedures that— 

(1) Are commonly performed on an 
inpatient basis in hospitals, but may be 
safely performed in an ASC; 

(2) Are not of a type that are com-
monly performed, or that may be safe-
ly performed, in physicians’ offices; 

(3) Are limited to those requiring a 
dedicated operating room (or suite), 
and generally requiring a post-opera-
tive recovery room or short-term (not 
overnight) convalescent room; and 

(4) Are not otherwise excluded under 
§ 411.15 of this chapter. 

(b) Specific standards. (1) Covered sur-
gical procedures are limited to those 
that do not generally exceed— 

(i) A total of 90 minutes operating 
time; and 

(ii) A total of 4 hours recovery or 
convalescent time. 

(2) If the covered surgical procedures 
require anesthesia, the anesthesia 
must be— 

(i) Local or regional anesthesia; or 
(ii) General anesthesia of 90 minutes 

or less duration. 
(3) Covered surgical procedures may 

not be of a type that— 
(i) Generally result in extensive 

blood loss; 
(ii) Require major or prolonged inva-

sion of body cavities; 
(iii) Directly involve major blood ves-

sels; or 
(iv) Are generally emergency or life- 

threatening in nature. 
(c) Publication of covered procedures. 

CMS will publish in the FEDERAL REG-
ISTER a list of covered surgical proce-
dures and revisions as appropriate. 

[47 FR 34094, Aug. 5, 1982, as amended at 71 
FR 68226, Nov. 24, 2006] 

§ 416.75 Performance of listed surgical 
procedures on an inpatient hospital 
basis. 

The inclusion of any procedure as a 
covered surgical procedure under 
§ 416.65 does not preclude its coverage 
in an inpatient hospital setting under 
Medicare. 

§ 416.76 Applicability. 
The provisions of this subpart apply 

to facility services furnished before 
January 1, 2008. 

[71 FR 68226, Nov. 24, 2006] 

Subpart E—Prospective Payment 
System for Facility Services 
Furnished Before January 1, 
2008 

§ 416.120 Basis for payment. 
The basis for payment depends on 

where the services are furnished. 
(a) Hospital outpatient department. 

Payment is in accordance with part 419 
of this chapter. 

(b) [Reserved] 
(c) ASC—(1) General rule. Payment is 

based on a prospectively determined 
rate. This rate covers the cost of serv-
ices such as supplies, nursing services, 
equipment, etc., as specified in § 416.61. 
The rate does not cover physician serv-
ices or other medical services covered 
under part 410 of this chapter (for ex-
ample, X-ray services or laboratory 
services) which are not directly related 
to the performance of the surgical pro-
cedures. Those services may be billed 
separately and paid on a reasonable 
charge basis. 

(2) Single and multiple surgical proce-
dures. (i) If one covered surgical proce-
dure is furnished to a beneficiary in an 
operative session, payment is based on 
the prospectively determined rate for 
that procedure. 

(ii) If more than one surgical proce-
dure is furnished in a single operative 
session, payment is based on— 

(A) The full rate for the procedure 
with the highest prospectively deter-
mined rate; and 

(B) One half of the prospectively de-
termined rate for each of the other pro-
cedures. 

(3) Deductibles and coinsurance. Part B 
deductible and coinsurance amounts 
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apply as specified in § 410.152 (a) and (i) 
of this chapter. 

[56 FR 8844, Mar. 1, 1991; 56 FR 23022, May 20, 
1991, as amended at 71 FR 68226, Nov. 24, 2006] 

§ 416.121 Applicability. 

The provisions of this subpart apply 
to facility services furnished before 
January 1, 2008. 

[71 FR 68226, Nov. 24, 2006] 

§ 416.125 ASC facility services pay-
ment rate. 

(a) The payment rate is based on a 
prospectively determined standard 
overhead amount per procedure derived 
from an estimate of the costs incurred 
by ambulatory surgical centers gen-
erally in providing services furnished 
in connection with the performance of 
that procedure. 

(b) The payment must be substan-
tially less than would have been paid 
under the program if the procedure had 
been performed on an inpatient basis in 
a hospital. 

(c) For services furnished on or after 
January 1, 2007, and before the effective 
date of implementation of a revised 
payment system, the ASC payment 
rate for a surgical procedure is the 
lesser of the ASC payment rate estab-
lished under paragraph (a) of this sec-
tion or the prospective payment rate 
for the procedure established under 
§ 419.32 of this chapter. The lesser pay-
ment amount is determined prior to 
application of any geographic adjust-
ment. 

[56 FR 8844, Mar. 1, 1991, as amended at 71 FR 
68226, Nov. 24, 2006] 

§ 416.130 Publication of revised pay-
ment methodologies. 

Whenever CMS proposes to revise the 
payment rate for ASCs, CMS publishes 
a notice in the FEDERAL REGISTER de-
scribing the revision. The notice also 
explains the basis on which the rates 
were established. After reviewing pub-
lic comments, CMS publishes a notice 
establishing the rates authorized by 
this section. In setting these rates, 
CMS may adopt reasonable classifica-
tions of facilities and may establish 

different rates for different types of 
surgical procedures. 

[47 FR 34094, Aug. 5, 1982, as amended at 56 
FR 8844, Mar. 1, 1991] 

§ 416.140 Surveys. 
(a) Timing, purpose, and procedures. (1) 

No more often than once a year, CMS 
conducts a survey of a randomly se-
lected sample of participating ASCs to 
collect data for analysis or reevalua-
tion of payment rates. 

(2) CMS notifies the selected ASCs by 
mail of their selection and of the form 
and content of the report the ASCs are 
required to submit within 60 days of 
the notice. 

(3) If the facility does not submit an 
adequate report in response to CMS’s 
survey request, CMS may terminate 
the agreement to participate in the 
Medicare program as an ASC. 

(4) CMS may grant a 30-day postpone-
ment of the due date for the survey re-
port if it determines that the facility 
has demonstrated good cause for the 
delay. 

(b) Requirements for ASCs. ASCs 
must— 

(1) Maintain adequate financial 
records, in the form and containing the 
data required by CMS, to allow deter-
mination of the payment rates for cov-
ered surgical procedures furnished to 
Medicare beneficiaries under this sub-
part. 

(2) Within 60 days of a request from 
CMS submit, in the form and detail as 
may be required by CMS, a report of— 

(i) Their operations, including the al-
lowable costs actually incurred for the 
period and the actual number and 
kinds of surgical procedures furnished 
during the period; and 

(ii) Their customary charges for each 
surgical procedure furnished for the pe-
riod. 

[47 FR 34094, Aug. 5, 1982, as amended at 56 
FR 8845, Mar. 1, 1991] 

Subpart F—Coverage, Scope of 
ASC Services, and Prospec-
tive Payment System for ASC 
Services Furnished on or After 
January 1, 2008 

SOURCE: 72 FR 42545, Aug. 2, 2007, unless 
otherwise noted. 
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§ 416.160 Basis and scope. 
(a) Statutory basis. (1) Section 

1833(i)(2)(D) of the Act requires the 
Secretary to implement a revised pay-
ment system for payment of surgical 
services furnished in ASCs. The statute 
requires that, in the year such system 
is implemented, the system shall be de-
signed to result in the same amount of 
aggregate expenditures for such serv-
ices as would be made if there was no 
requirement for a revised payment sys-
tem. The revised payment system shall 
be implemented no earlier than Janu-
ary 1, 2006, and no later than January 
1, 2008. The statute provides that the 
Secretary may implement a reduction 
in any annual update for failure to re-
port on quality measures as specified 
by the Secretary. The statute also re-
quires that, for CY 2011 and each subse-
quent year, any annual update to the 
ASC payment system, after application 
of any reduction in the annual update 
for failure to report on quality meas-
ures as specified by the Secretary, be 
reduced by a productivity adjustment. 
There shall be no administrative or ju-
dicial review under section 1869 of the 
Act, section 1878 of the Act, or other-
wise of the classification system, the 
relative weights, payment amounts, 
and the geographic adjustment factor, 
if any, of the revised payment system. 

(2) Section 1833(a)(1)(G) of the Act 
provides that, beginning with the im-
plementation date of a revised pay-
ment system for ASC facility services 
furnished in connection with a surgical 
procedure pursuant to section 
1833(i)(1)(A) of the Act, the amount 
paid shall be 80 percent of the lesser of 
the actual charge for such services or 
the amount determined by the Sec-
retary under the revised payment sys-
tem. 

(3) Section 1833(i)(1)(A) of the Act re-
quires the Secretary to specify the sur-
gical procedures that can be performed 
safely on an ambulatory basis in an 
ASC. 

(4) Section 1834(d) of the Act specifies 
that, when screening colonoscopies or 
screening flexible sigmoidoscopies are 
performed in an ASC or hospital out-
patient department, payment shall be 
based on the lesser of the amount 
under the fee schedule that would 
apply to such services if they were per-

formed in a hospital outpatient depart-
ment in an area or the amount under 
the fee schedule that would apply to 
such services if they were performed in 
an ambulatory surgical center in the 
same area. Section 1834(d) of the Act 
also specifies that, in the case of 
screening flexible sigmoidoscopy and 
screening colonoscopy services, the 
payment amounts must not exceed the 
payment rates established for the re-
lated diagnostic services. 

(5) Section 1833(a)(1) of the Act re-
quires 100 percent payment for preven-
tive services described in section 
1861(ww)(2) of the Act (excluding elec-
trocardiograms) to which the United 
States Preventive Services Task Force 
(USPSTF) has given a grade of A or B 
for any indication or population. Sec-
tion 1833(b)(1) of the Act also specifies 
that the Part B deductible shall not 
apply with respect to preventive serv-
ices described in section 1861(ww)(2) of 
the Act (excluding electrocardiograms) 
to which the USPSTF has given a 
grade of A or B for any indication or 
population. 

(b) Scope. This subpart sets forth— 
(1) The scope of ASC services and the 

criteria for determining the covered 
surgical procedures for which Medicare 
provides payment for the associated fa-
cility services and covered ancillary 
services; 

(2) The basis of payment for facility 
services and for covered ancillary serv-
ices furnished in an ASC in connection 
with a covered surgical procedure; 

(3) The methodologies by which 
Medicare determines payment amounts 
for ASC services. 

[72 FR 42545, Aug. 2, 2007, as amended at 75 
FR 72264, Nov. 24, 2010; 77 FR 68558, Nov. 15, 
2012] 

§ 416.161 Applicability of this subpart. 
The provisions of this subpart apply 

to ASC services furnished on or after 
January 1, 2008. 

§ 416.163 General rules. 
(a) Payment is made under this sub-

part for ASC services specified in 
§§ 416.164(a) and (b) furnished to Medi-
care beneficiaries by a participating 
ASC in connection with covered sur-
gical procedures as determined by the 
Secretary in accordance with § 416.166. 
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(b) Payment for physicians’ services 
and payment for anesthetists’ services 
are made in accordance with part 414 of 
this subchapter. 

(c) Payment for items and services 
other than physicians’ and anes-
thetists’ services, as specified in 
§ 416.164(c), is made in accordance with 
§ 410.152 of this subchapter. 

§ 416.164 Scope of ASC services. 

(a) Included facility services. ASC serv-
ices for which payment is packaged 
into the ASC payment for a covered 
surgical procedure under § 416.166 in-
clude, but are not limited to— 

(1) Nursing, technician, and related 
services; 

(2) Use of the facility where the sur-
gical procedures are performed; 

(3) Any laboratory testing performed 
under a Clinical Laboratory Improve-
ment Amendments of 1988 (CLIA) cer-
tificate of waiver; 

(4) Drugs and biologicals for which 
separate payment is not allowed under 
the hospital outpatient prospective 
payment system (OPPS); 

(5) Medical and surgical supplies not 
on pass-through status under subpart G 
of part 419 of this subchapter; 

(6) Equipment; 
(7) Surgical dressings; 
(8) Implanted prosthetic devices, in-

cluding intraocular lenses (IOLs), and 
related accessories and supplies not on 
pass-through status under subpart G of 
part 419 of this subchapter; 

(9) Implanted DME and related acces-
sories and supplies not on pass-through 
status under subpart G of part 419 of 
this subchapter; 

(10) Splints and casts and related de-
vices; 

(11) Radiology services for which sep-
arate payment is not allowed under the 
OPPS and other diagnostic tests or in-
terpretive services that are integral to 
a surgical procedure, except certain di-
agnostic tests for which separate pay-
ment is allowed under the OPPS; 

(12) Administrative, recordkeeping 
and housekeeping items and services; 

(13) Materials, including supplies and 
equipment for the administration and 
monitoring of anesthesia; and 

(14) Supervision of the services of an 
anesthetist by the operating surgeon. 

(b) Covered ancillary services. Ancil-
lary items and services that are inte-
gral to a covered surgical procedure, as 
defined in § 416.166, and for which sepa-
rate payment is allowed include: 

(1) Brachytherapy sources; 
(2) Certain implantable items that 

have pass-through status under the 
OPPS; 

(3) Certain items and services that 
CMS designates as contractor-priced, 
including, but not limited to, the ac-
quisition or procurement of corneal tis-
sue for corneal transplant procedures; 

(4) Certain drugs and biologicals for 
which separate payment is allowed 
under the OPPS; 

(5) Certain radiology services and 
certain diagnostic tests for which sepa-
rate payment is allowed under the 
OPPS. 

(c) Excluded services. ASC services do 
not include items and services outside 
the scope of ASC services for which 
payment may be made under part 414 of 
this subchapter in accordance with 
§ 410.152, including, but not limited to— 

(1) Physicians’ services (including 
surgical procedures and all pre-
operative and postoperative services 
that are performed by a physician); 

(2) Anesthetists’ services; 
(3) Radiology services (other than 

those integral to performance of a cov-
ered surgical procedure); 

(4) Diagnostic procedures (other than 
those directly related to performance 
of a covered surgical procedure); 

(5) Ambulance services; 
(6) Leg, arm, back, and neck braces 

other than those that serve the func-
tion of a cast or splint; 

(7) Artificial limbs; 
(8) Nonimplantable prosthetic de-

vices and DME. 

[72 FR 42545, Aug. 2, 2007, as amended at 79 
FR 67030, Nov. 10, 2014; 80 FR 70604, Nov. 13, 
2015] 

§ 416.166 Covered surgical procedures. 
(a) Covered surgical procedures. Effec-

tive for services furnished on or after 
January 1, 2008, covered surgical proce-
dures are those procedures that meet 
the general standards described in 
paragraph (b) of this section (whether 
commonly furnished in an ASC or a 
physician’s office) and are not excluded 
under paragraph (c) of this section. 

VerDate Sep<11>2014 13:16 Feb 11, 2019 Jkt 244194 PO 00000 Frm 00243 Fmt 8010 Sfmt 8010 Y:\SGML\244194.XXX 244194P
m

an
gr

um
 o

n 
D

S
K

3G
M

Q
08

2P
R

O
D

 w
ith

 C
F

R



234 

42 CFR Ch. IV (10–1–18 Edition) § 416.167 

(b) General standards. Subject to the 
exclusions in paragraph (c) of this sec-
tion, covered surgical procedures are 
surgical procedures specified by the 
Secretary and published in the FED-
ERAL REGISTER and/or via the Internet 
on the CMS Web site that are sepa-
rately paid under the OPPS, that 
would not be expected to pose a signifi-
cant safety risk to a Medicare bene-
ficiary when performed in an ASC, and 
for which standard medical practice 
dictates that the beneficiary would not 
typically be expected to require active 
medical monitoring and care at mid-
night following the procedure. 

(c) General exclusions. Notwith-
standing paragraph (b) of this section, 
covered surgical procedures do not in-
clude those surgical procedures that— 

(1) Generally result in extensive 
blood loss; 

(2) Require major or prolonged inva-
sion of body cavities; 

(3) Directly involve major blood ves-
sels; 

(4) Are generally emergent or life- 
threatening in nature; 

(5) Commonly require systemic 
thrombolytic therapy; 

(6) Are designated as requiring inpa-
tient care under § 419.22(n) of this sub-
chapter; 

(7) Can only be reported using a CPT 
unlisted surgical procedure code; or 

(8) Are otherwise excluded under 
§ 411.15 of this subchapter. 

[72 FR 42545, Aug. 2, 2007, as amended at 76 
FR 74582, Nov. 30, 2011] 

§ 416.167 Basis of payment. 

(a) Unit of payment. Under the ASC 
payment system, prospectively deter-
mined amounts are paid for ASC serv-
ices furnished to Medicare beneficiaries 
in connection with covered surgical 
procedures. Covered surgical proce-
dures and covered ancillary services 
are identified by codes established 
under the Healthcare Common Proce-
dure Coding System (HCPCS). The 
unadjusted national payment rate is 
determined according to the method-
ology described in § 416.171. The manner 
in which the Medicare payment 
amount and the beneficiary coinsur-
ance amount for each ASC service is 
determined is described in § 416.172. 

(b) Ambulatory payment classification 
(APC) groups and payment weights. (1) 
ASC covered surgical procedures are 
classified using the APC groups de-
scribed in § 419.31 of this subchapter. 

(2) For purposes of calculating ASC 
national payment rates under the 
methodology described in § 416.171, ex-
cept as specified in paragraph (b)(3) of 
this section, an ASC relative payment 
weight is determined based on the APC 
relative payment weight for each cov-
ered surgical procedure and covered an-
cillary service that has an applicable 
APC relative payment weight described 
in § 419.31 of this subchapter. 

(3) Notwithstanding paragraph (b)(2) 
of this section, the relative payment 
weights for services paid in accordance 
with § 416.171(d) are determined so that 
the national ASC payment rate does 
not exceed the unadjusted nonfacility 
practice expense amount paid under 
the Medicare physician fee schedule for 
such procedures under subpart B of 
part 414 of this subchapter. 

§ 416.171 Determination of payment 
rates for ASC services. 

(a) Standard methodology. The stand-
ard methodology for determining the 
national unadjusted payment rate for 
ASC services is to calculate the prod-
uct of the applicable conversion factor 
and the relative payment weight estab-
lished under § 416.167(b), unless other-
wise indicated in this section. 

(1) Conversion factor for CY 2008. CMS 
calculates a conversion factor so that 
payment for ASC services furnished in 
CY 2008 would result in the same aggre-
gate amount of expenditures as would 
be made if the provisions in this Sub-
part F did not apply, as estimated by 
CMS. 

(2) Conversion factor for CY 2009 and 
subsequent calendar years. The conver-
sion factor for a calendar year is equal 
to the conversion factor calculated for 
the previous year, updated as follows: 

(i) For CY 2009, the update is equal to 
zero percent. 

(ii) For CY 2010 and subsequent cal-
endar years, the update is the Con-
sumer Price Index for All Urban Con-
sumers (U.S. city average) as estimated 
by the Secretary for the 12-month pe-
riod ending with the midpoint of the 
year involved. 
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(iii) For CY 2014 and subsequent cal-
endar years, the Consumer Price Index 
for All Urban Consumers update deter-
mined under paragraph (a)(2)(ii) of this 
section is reduced by 2.0 percentage 
points for an ASC that fails to meet 
the standards for reporting of ASC 
quality measures as established by the 
Secretary for the corresponding cal-
endar year. 

(iv) Productivity adjustment. (A) For 
calendar year 2011 and subsequent 
years, the Consumer Price Index for All 
Urban Consumers determined under 
paragraph (a)(2)(ii) of this section, 
after application of any reduction 
under paragraph (a)(2)(iii) of this sec-
tion, is reduced by the productivity ad-
justment described in section 
1886(b)(3)(B)(xi)(II) of the Act. 

(B) The application of the provisions 
of paragraph (a)(2)(iv)(A) of this sec-
tion may result in the update being 
less than zero percent for a year, and 
may result in payment rates for a year 
being less than the payment rates for 
the preceding year. 

(b) Exception. The national ASC pay-
ment rates for the following items and 
services are not determined in accord-
ance with paragraph (a) of this section 
but are paid an amount derived from 
the payment rate for the equivalent 
item or service set under the payment 
system established in part 419 of this 
subchapter as updated annually in the 
FEDERAL REGISTER and/or via the Inter-
net on the CMS Web site. If a payment 
rate is not available, the following 
items and services are designated as 
contractor-priced: 

(1) Covered ancillary services speci-
fied in § 416.164(b), with the exception of 
radiology services and certain diag-
nostic tests as provided in 
§ 416.164(b)(5); 

(2) The device portion of device-in-
tensive procedures, which are proce-
dures with a HCPCS code-level device 
offset of greater than 40 percent when 
calculated according to the standard 
OPPS APC ratesetting methodology. 

(3) Procedures using certain sepa-
rately paid implantable devices that 
are approved for transitional pass- 
through payment in accordance with 
§ 419.66 of this subchapter. 

(c) Transitional payment rates. (1) ASC 
payment rates for CY 2008 are a transi-

tional blend of 75 percent of the CY 2007 
ASC payment rate for a covered sur-
gical procedure on the CY 2007 ASC list 
of surgical procedures and 25 percent of 
the payment rate for the procedure cal-
culated under the methodology de-
scribed in paragraph (a) of this section. 

(2) ASC payment rates for CY 2009 are 
a transitional blend of 50 percent of the 
CY 2007 ASC payment rate for a cov-
ered surgical procedure on the CY 2007 
ASC list of surgical procedures and 50 
percent of the payment rate for the 
procedure calculated under the meth-
odology described in paragraph (a) of 
this section. 

(3) ASC payment rates for CY 2010 are 
a transitional blend of 25 percent of the 
CY 2007 ASC payment rate for a cov-
ered surgical procedure on the CY 2007 
ASC list of surgical procedures and 75 
percent of the payment rate for the 
procedure calculated under the meth-
odology described in paragraph (a) of 
this section. 

(4) The national ASC payment rate 
for CY 2011 and subsequent calendar 
years for a covered surgical procedure 
designated in accordance with § 416.166 
is the payment rates for the procedure 
calculated under the methodology de-
scribed in paragraph (a) of this section. 

(5) Covered ancillary services de-
scribed in § 416.164(b) and surgical pro-
cedures identified as covered when per-
formed in an ASC under § 416.166 for the 
first time beginning on or after Janu-
ary 1, 2008, are not subject to the tran-
sitional payment rates applicable in 
CYs 2008 through 2010 for ASC facility 
services. 

(d) Limitation on payment rates for of-
fice-based surgical procedures and covered 
ancillary radiology services and certain 
diagnostic tests. Notwithstanding the 
provisions of paragraph (a) of this sec-
tion, for any covered surgical proce-
dure under § 416.166 that CMS deter-
mines is commonly performed in physi-
cians’ offices or for any covered ancil-
lary radiology service or diagnostic 
test under § 416.164(b)(5), excluding 
those listed in paragraphs (d)(1) and 
(d)(2) of this section, the national 
unadjusted ASC payment rates for 
these procedures and services will be 
the lesser of the amount determined 
under paragraph (a) of this section or 
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the amount calculated at the non-
facility practice expense relative value 
units under § 414.22(b)(5)(i)(B) of this 
chapter multiplied by the conversion 
factor described in § 414.20(a)(3) of this 
chapter. 

(1) The national unadjusted ASC pay-
ment rate for covered ancillary radi-
ology services that involve certain nu-
clear medicine procedures will be the 
amount determined under paragraph 
(a) of this section. 

(2) The national unadjusted ASC pay-
ment rate for covered ancillary radi-
ology services that use contrast agents 
will be the amount determined under 
paragraph (a) of this section. 

(e) Budget neutrality. (1) For CY 2008, 
CMS establishes the conversion factor 
to result in budget neutrality as esti-
mated by CMS in accordance with 
paragraph (a)(1) of this section. 

(2) For CY 2009 and subsequent cal-
endar years, CMS adjusts the ASC rel-
ative payment weights under 
§ 416.167(b)(2) as needed so that any up-
dates and adjustments made under 
§ 419.50(a) of this subchapter are budget 
neutral as estimated by CMS. 

[72 FR 42545, Aug. 2, 2007, as amended at 75 
FR 72264, Nov. 24, 2010; 76 FR 74582, Nov. 30, 
2011; 77 FR 277, Jan. 4, 2012; 77 FR 68558, Nov. 
15, 2012; 79 FR 67030, Nov. 10, 2014; 81 FR 79879, 
Nov. 14, 2016] 

§ 416.172 Adjustments to national pay-
ment rates. 

(a) General rule. Contractors adjust 
the payment rates established for ASC 
services to determine Medicare pro-
gram payment and beneficiary coinsur-
ance amounts in accordance with para-
graphs (b) through (g) of this section. 

(b) Lesser of actual charge or geo-
graphically adjusted payment rate. Pay-
ments to ASCs equal 80 percent of the 
lesser of— 

(1) The actual charge for the service; 
or 

(2) The geographically adjusted pay-
ment rate determined under this sub-
part. 

(c) Geographic adjustment—(1) General 
rule. Except as provided in paragraph 
(c)(2) of this section, the national ASC 
payment rates established under 
§ 416.171 for covered surgical procedures 
are adjusted for variations in ASC 
labor costs across geographic areas 

using wage index values, labor and 
nonlabor percentages, and localities 
specified by the Secretary. 

(2) Exception. The geographic adjust-
ment is not applied to the payment 
rates set for drugs, biologicals, devices 
with OPPS transitional pass-through 
payment status, and brachytherapy 
sources. 

(d) Deductibles and coinsurance. Part 
B deductible and coinsurance amounts 
apply as specified in §§ 410.152(a) and 
(i)(2) of this subchapter. 

(e) Payment reductions for multiple sur-
gical procedures—(1) General rule. Ex-
cept as provided in paragraph (e)(2) of 
this section, when more than one cov-
ered surgical procedure for which pay-
ment is made under the ASC payment 
system is performed during an opera-
tive session, the Medicare program 
payment amount and the beneficiary 
coinsurance amount are based on— 

(i) 100 percent of the applicable ASC 
payment amount for the procedure 
with the highest national unadjusted 
ASC payment rate; and 

(ii) 50 percent of the applicable ASC 
payment amount for all other covered 
surgical procedures. 

(2) Exception: Procedures not subject to 
multiple procedure discounting. CMS 
may apply any policies or procedures 
used with respect to multiple proce-
dures under the prospective payment 
system for hospital outpatient depart-
ment services under Part 419 of this 
subchapter as may be consistent with 
the equitable and efficient administra-
tion of this part. 

(f) Interrupted procedures. (1) Subject 
to the provisions of paragraph (f)(2) of 
this section, when a covered surgical 
procedure or covered ancillary service 
is terminated prior to completion due 
to extenuating circumstances or cir-
cumstances that threaten the well- 
being of the patient, the Medicare pro-
gram payment amount and the bene-
ficiary coinsurance amount are based 
on one of the following: 

(i) The full program and beneficiary 
coinsurance amounts if the procedure 
for which anesthesia is planned is dis-
continued after the induction of anes-
thesia or after the procedure is started; 

(ii) One-half of the full program and 
beneficiary coinsurance amounts if the 
procedure for which anesthesia is 
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planned is discontinued after the pa-
tient is prepared for surgery and taken 
to the room where the procedure is to 
be performed but before the anesthesia 
is induced; or 

(iii) One-half of the full program and 
beneficiary coinsurance amounts if a 
covered surgical procedure or covered 
ancillary service for which anesthesia 
is not planned is discontinued after the 
patient is prepared and taken to the 
room where the service is to be pro-
vided. 

(2) Beginning CY 2016, if the covered 
surgical procedure is a device-intensive 
procedure, the full device portion of 
the ASC device-intensive procedure is 
removed prior to determining the 
Medicare program payment amount 
and the beneficiary coinsurance 
amount identified in paragraph (f)(1)(ii) 
of this section. 

(g) Payment adjustment for new tech-
nology intraocular lenses (NTIOLs). A 
payment adjustment will be made for 
insertion of an IOL approved as belong-
ing to a class of NTIOLs as defined in 
subpart G. 

[72 FR 42545, Aug. 2, 2007, as amended at 80 
FR 70604, Nov. 13, 2015] 

§ 416.173 Publication of revised pay-
ment methodologies and payment 
rates. 

CMS publishes annually, through no-
tice and comment rulemaking in the 
FEDERAL REGISTER and/or via the Inter-
net on the CMS Web site, the payment 
methodologies and payment rates for 
ASC services and designates the cov-
ered surgical procedures and covered 
ancillary services for which CMS will 
make an ASC payment and other revi-
sions as appropriate. 

[76 FR 74582, Nov. 30, 2011] 

§ 416.178 Limitations on administra-
tive and judicial review. 

There is no administrative or judicial 
review under section 1869 of the Act, 
section 1878 of the Act, or otherwise of 
the following: 

(a) The classification system; 
(b) Relative weights; 
(c) Payment amounts; and 
(d) Geographic adjustment factors. 

§ 416.179 Payment and coinsurance re-
duction for devices replaced with-
out cost or when full or partial 
credit is received. 

(a) General rule. CMS reduces the 
amount of payment for a covered sur-
gical procedure for which CMS deter-
mines that a significant portion of the 
payment is attributable to the cost of 
an implanted device not on pass- 
through status under subpart G of part 
419 of this subchapter when one of the 
following situations occur: 

(1) The device is replaced without 
cost to the ASC or the beneficiary; 

(2) The ASC receives full credit for 
the cost of a replaced device; or 

(3) The ASC receives partial credit 
for the cost of a replaced device but 
only where the amount of the device 
credit is greater than or equal to 50 
percent of the cost of the new replace-
ment device being implanted. 

(b) Amount of reduction to the ASC 
payment for the covered surgical proce-
dure. (1) The amount of the reduction 
to the ASC payment made under para-
graphs (a)(1) and (a)(2) of this section is 
calculated in the same manner as the 
device payment reduction that would 
be applied to the ASC payment for the 
covered surgical procedure in order to 
remove predecessor device costs so that 
the ASC payment amount for a device 
with pass-through status under § 419.66 
of this subchapter represents the full 
cost of the device, and no packaged de-
vice payment is provided through the 
ASC payment for the covered surgical 
procedure. 

(2) The amount of the reduction to 
the ASC payment made under para-
graph (a)(3) of this section is 50 percent 
of the payment reduction that would 
be calculated under paragraph (b)(1) of 
this section. 

(c) Amount of beneficiary coinsurance. 
The beneficiary coinsurance is cal-
culated based on the ASC payment for 
the covered surgical procedure after 
application of the reduction under 
paragraph (b) of this section. 

[72 FR 42545, Aug. 2, 2007, as amended at 72 
FR 66932, No. 27, 2007] 
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Subpart G—Adjustment in Pay-
ment Amounts for New Tech-
nology Intraocular Lenses Fur-
nished by Ambulatory Service 
Centers 

SOURCE: 71 FR 68226, Nov. 24, 2006, unless 
otherwise noted. 

§ 416.180 Basis and scope. 
(a) Basis. This subpart implements 

section 141 of Public Law 103–432, which 
provides for adjustments to payment 
amounts for new technology intra-
ocular lenses (IOLs) furnished at ambu-
latory surgical centers (ASCs). 

(b) Scope. This subpart sets forth— 
(1) The process for interested parties 

to request that CMS review the appro-
priateness of the ASC facility fee for 
insertion of an IOL. This process in-
cludes a review of whether that pay-
ment is reasonable and related to the 
cost of acquiring a lens determined by 
CMS as belonging to a class of new 
technology IOLs; 

(2) Factors that CMS considers for 
determination of a new class of new 
technology IOLs; and 

(3) Application of the payment ad-
justment. 

§ 416.185 Process for establishing a 
new class of new technology IOLs. 

(a) Announcement of deadline for re-
quests for review. CMS announces the 
deadline for each year’s requests for re-
view of a new class of new technology 
IOLs in the final rule updating the ASC 
payment rates for that calendar year. 

(b) Announcement of new classes of new 
technology IOLs for which review re-
quests have been made and solicitation of 
public comments. CMS announces the re-
quests for review received in a calendar 
year and the deadline for public com-
ments regarding the requests in the 
proposed rule updating the ASC pay-
ment rates for the following calendar 
year. The deadline for submission of 
public comments is 30 days following 
the date of the publication of the pro-
posed rule. 

(c) Announcement of determinations re-
garding requests for review. CMS an-
nounces its determinations for a cal-
endar year in the final rule updating 
the ASC payment rates for the fol-

lowing calendar year. CMS publishes 
the codes and effective dates allowed 
for those lenses recognized by CMS as 
belonging to a class of new technology 
IOLs. New classes of new technology 
IOLs are effective 30 days following the 
date of publication of the final rule. 

§ 416.190 Request for review of pay-
ment amount. 

(a) When requests can be submitted. A 
request for review of the appropriate-
ness of ASC payment for insertion of 
an IOL that might qualify for a pay-
ment adjustment as belonging to a new 
class of new technology IOLs must be 
submitted to CMS in accordance with 
the annual published deadline. 

(b) Who may submit a request. Any in-
dividual, partnership, corporation, as-
sociation, society, scientific or aca-
demic establishment, or professional or 
trade organization able to furnish the 
information required in paragraph (c) 
of this section may request that CMS 
review the appropriateness of the pay-
ment amount provided under section 
1833(i)(2)(A)(iii) of the Act with respect 
to an IOL that meets the criteria of a 
new technology IOL under § 416.195. 

(c) Content of a request. In order to be 
accepted by CMS for review, a request 
for review of the ASC payment amount 
for insertion of an IOL must include all 
the information as specified by CMS. 

(d) Confidential information. In order 
for CMS to invoke the protection al-
lowed under Exemption 4 of the Free-
dom of Information Act (5 U.S.C. 
552(b)(4)) and, with respect to trade se-
crets, the Trade Secrets Act (18 U.S.C. 
1905), the requestor must clearly iden-
tify all information that is to be char-
acterized as confidential. 

§ 416.195 Determination of member-
ship in new classes of new tech-
nology IOLs. 

(a) Factors to be considered. CMS uses 
the following criteria to determine 
whether an IOL qualifies for a payment 
adjustment as a member of a new class 
of new technology IOLs when inserted 
at an ASC: 

(1) The IOL is considered new. CMS 
will evaluate an application for a new 
technology IOL only if the IOL type 
has received initial FDA premarket ap-
proval within the 3 years prior to the 

VerDate Sep<11>2014 13:16 Feb 11, 2019 Jkt 244194 PO 00000 Frm 00248 Fmt 8010 Sfmt 8010 Y:\SGML\244194.XXX 244194P
m

an
gr

um
 o

n 
D

S
K

3G
M

Q
08

2P
R

O
D

 w
ith

 C
F

R



239 

Centers for Medicare & Medicaid Services, HHS § 416.305 

new technology IOL application sub-
mission date. 

(2) The IOL shall have a new lens 
characteristic in comparison to cur-
rently available IOLs. The labeling, 
which must be approved by FDA, shall 
contain a claim of a specific clinical 
benefit imparted by the new lens char-
acteristic. 

(3) The IOL is not described by an ac-
tive or expired class of new technology 
IOLs; that is, it does not share a pre-
dominant, class-defining characteristic 
associated with improved clinical out-
comes with members of an active or ex-
pired class. 

(4) Any specific clinical benefit re-
ferred to in paragraph (a)(2) of this sec-
tion must be supported by evidence 
that demonstrates that the IOL results 
in a measurable, clinically meaningful, 
improved outcome. Improved outcomes 
include: 

(i) Reduced risk of intraoperative or 
postoperative complication or trauma; 

(ii) Accelerated postoperative recov-
ery; 

(iii) Reduced induced astigmatism; 
(iv) Improved postoperative visual 

acuity; 
(v) More stable postoperative vision; 
(vi) Other comparable clinical advan-

tages. 
(b) CMS determination of eligibility for 

payment adjustment. CMS reviews the 
information submitted with a com-
pleted request for review, public com-
ments submitted timely, and other per-
tinent information and makes a deter-
mination as follows: 

(1) The IOL is eligible for a payment 
adjustment as a member of a new class 
of new technology IOLs. 

(2) The IOL is a member of an active 
class of new technology IOLs and is eli-
gible for a payment adjustment for the 
remainder of the period established for 
that class. 

(3) The IOL does not meet the cri-
teria for designation as a new tech-
nology IOL and a payment adjustment 
is not appropriate. 

[71 FR 68226, Nov. 24, 2006, as amended at 77 
FR 68558, Nov. 15, 2012; 80 FR 70604, Nov. 13, 
2015] 

§ 416.200 Payment adjustment. 
(a) CMS establishes the amount of 

the payment adjustment for classes of 

new technology IOLs through proposed 
and final rulemaking in connection 
with ASC facility services. 

(b) CMS adjusts the payment for in-
sertion of an IOL approved as belong-
ing to a class of new technology IOLs 
for the 5-year period of time estab-
lished for that class. 

(c) Upon expiration of the 5-year pe-
riod of the payment adjustment, pay-
ment reverts to the standard rate for 
IOL insertion procedures performed in 
ASCs. 

(d) ASCs that furnish an IOL des-
ignated by CMS as belonging to a class 
of new technology IOLs must submit 
claims using billing codes specified by 
CMS to receive the new technology IOL 
payment adjustment. 

Subpart H—Requirements Under 
the Ambulatory Surgical Cen-
ter Quality Reporting (ASCQR) 
Program 

SOURCE: 80 FR 70604, Nov. 13, 2015, unless 
otherwise noted. 

§ 416.300 Basis and scope of subpart. 
(a) Statutory basis. Section 

1833(i)(2)(D)(iv) and (i)(7) of the Act au-
thorizes the Secretary to implement a 
revised ASC payment system in a man-
ner so as to provide for a 2.0 percentage 
point reduction in any annual update 
for an ASC’s failure to report on qual-
ity measures in accordance with the 
Secretary’s requirements. 

(b) Scope. This subpart contains spe-
cific requirements and standards for 
the ASCQR Program. 

§ 416.305 Participation and with-
drawal requirements under the 
ASCQR Program. 

(a) Participation in the ASCQR Pro-
gram. Except as provided in paragraph 
(c) of this section, an ambulatory sur-
gical center (ASC) is considered as par-
ticipating in the ASCQR Program once 
the ASC submits any quality measure 
data to the ASCQR Program and has 
been designated as open in the Certifi-
cation and Survey Provider Enhanced 
Reporting system for at least four 
months prior to the beginning of data 
collection for a payment determina-
tion. 
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(b) Withdrawal from the ASCQR Pro-
gram. (1) An ASC may withdraw from 
the ASCQR Program by submitting to 
CMS a withdrawal of participation 
form that can be found in the secure 
portion of the QualityNet Web site. 

(2) An ASC may withdraw from the 
ASCQR Program any time up to and 
including August 31 of the year pre-
ceding a payment determination. 

(3) Except as provided in paragraph 
(c) of this section, an ASC will incur a 
2.0 percentage point reduction in its 
ASC annual payment update for that 
payment determination year and any 
subsequent payment determinations in 
which it is withdrawn. 

(4) An ASC will be considered as re-
joining the ASCQR Program if it be-
gins to submit any quality measure 
data again to the ASCQR Program. 

(c) Minimum case volume for program 
participation. ASCs with fewer than 240 
Medicare claims (Medicare primary 
and secondary payer) per year during 
an annual reporting period for a pay-
ment determination year are not re-
quired to participate in the ASCQR 
Program for the subsequent annual re-
porting period for that subsequent pay-
ment determination year. 

(d) Indian Health Service hospital out-
patient department participation. Begin-
ning with the CY 2017 payment deter-
mination, Indian Health Service hos-
pital outpatient departments that bill 
Medicare under the Ambulatory Sur-
gical Center payment system are not 
considered ASCs for the purposes of the 
ASCQR Program. These facilities are 
not required to meet ASCQR Program 
requirements and will not receive pay-
ment reductions under the ASCQR Pro-
gram. 

§ 416.310 Data collection and submis-
sion requirements under the 
ASCQR Program. 

(a) Requirements for claims-based meas-
ures using quality data codes (QDCs). (1) 
ASCs must submit complete data on 
individual claims-based quality meas-
ures through a claims-based reporting 
mechanism by submitting the appro-
priate QDCs on the ASC’s Medicare 
claims. 

(2) The data collection period for 
claims-based quality measures re-
ported using QDCs is the calendar year 

2 years prior to the payment deter-
mination year. Only claims for services 
furnished in each calendar year paid by 
the Medicare Administrative Con-
tractor (MAC) by April 30 of the fol-
lowing year of the ending data collec-
tion time period will be included in the 
data used for the payment determina-
tion year. 

(3) For ASCQR Program purposes, 
data completeness for claims-based 
measures using QDCs is determined by 
comparing the number of Medicare 
claims (where Medicare is the primary 
or secondary payer) meeting measure 
specifications that contain the appro-
priate QDCs with the number of Medi-
care claims that meet measure speci-
fications, but do not have the appro-
priate QDCs on the submitted Medicare 
claim. The minimum threshold for suc-
cessful reporting is that at least 50 per-
cent of Medicare claims meeting meas-
ure specifications contain the appro-
priate QDCs. ASCs that meet this min-
imum threshold are regarded as having 
provided complete data for the claims- 
based measures using QDCs for the 
ASCQR Program. 

(b) Requirements for claims-based meas-
ures not using QDCs. The data collec-
tion period for claims-based quality 
measures not using QDCs is paid Medi-
care fee-for-service claims from the 
calendar year 2 years prior to the pay-
ment determination year. Only claims 
for services furnished in each calendar 
year paid by the MAC by April 30 of the 
following year of the ending data col-
lection time period will be included in 
the data used for the payment deter-
mination. 

(c) Requirements for data submitted via 
an online data submission tool—(1) Re-
quirements for data submitted via a CMS 
online data submission tool—(i) 
QualityNet account for web-based meas-
ures. ASCs, and any agents submitting 
data on an ASC’s behalf, must main-
tain a QualityNet account in order to 
submit quality measure data to the 
QualityNet Web site for all web-based 
measures submitted via a CMS online 
data submission tool. A QualityNet se-
curity administrator is necessary to 
set up such an account for the purpose 
of submitting this information. 

(ii) Data collection requirements. The 
data collection time period for quality 
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measures for which data are submitted 
via a CMS online data submission tool 
is for services furnished during the cal-
endar year 2 years prior to the pay-
ment determination year. Beginning 
with the CY 2017 payment determina-
tion year, data collected must be sub-
mitted during the time period of Janu-
ary 1 to May 15 in the year prior to the 
payment determination year. 

(2) Requirements for data submitted via 
a non-CMS online data submission tool. 
The data collection time period for 
ASC–8: Influenza Vaccination Coverage 
Among Healthcare Personnel is from 
October 1 of the year 2 years prior to 
the payment determination year to 
March 31 during the year prior to the 
payment determination year. Data col-
lected must be submitted by May 15 in 
the year prior to the payment deter-
mination year. 

(d) Extraordinary circumstances excep-
tions. CMS may grant an exception 
with respect to quality data reporting 
requirements in the event of extraor-
dinary circumstances beyond the con-
trol of the hospital, such as when an 
act of nature affects an entire region or 
if CMS determines that a systemic 
problem with one of its data collection 
systems directly affected the ability of 
the hospitals to submit data. CMS may 
grant an exception as follows: 

(1) Upon request of the ASC. Specific 
requirements for submission of a re-
quest for an exception are available on 
the QualityNet Web site; or 

(2) At the discretion of CMS. CMS may 
grant exceptions to ASCs that have not 
requested them when CMS determines 
that an extraordinary circumstance 
has occurred. 

(e) Requirements for Outpatient and 
Ambulatory Surgery Consumer Assessment 
of Healthcare Providers and Systems 
(OAS CAHPS) Survey. OAS CAHPS is 
the Outpatient and Ambulatory Sur-
gical Center Consumer Assessment of 
Healthcare Providers and Systems sur-
vey that measures patient experience 
of care after a recent surgery or proce-
dure at either a hospital outpatient de-
partment or an ambulatory surgical 
center. Ambulatory surgical centers 
must use an approved OAS CAHPS sur-
vey vendor to administer and submit 
OAS CAHPS data to CMS. 

(1) [Reserved] 

(2) CMS approves an application for 
an entity to administer the OAS 
CAHPS survey as a vendor on behalf of 
one or more ambulatory surgical cen-
ters when the applicant has met the 
Minimum Survey Requirements and 
Rules of Participation that can be 
found on the official OAS CAHPS Web 
site, and agrees to comply with the 
current survey administration proto-
cols that can be found on the official 
OAS CAHPS Web site. An entity must 
be an approved OAS CAHPS Survey 
vendor in order to administer the OAS 
CAPHS Survey and submit data to 
CMS on behalf of one or more ambula-
tory surgical centers. 

[80 FR 70604, Nov. 13, 2015, as amended at 81 
FR 79879, Nov. 14, 2016; 82 FR 52636, Nov. 13, 
2017; 82 FR 59496, Dec. 14, 2017] 

§ 416.315 Public reporting of data 
under the ASCQR Program. 

Data that an ASC submitted for the 
ASCQR Program will be made publicly 
available on a CMS Web site after pro-
viding the ASC an opportunity to re-
view the data to be made public. CMS 
will publicly display ASC data by the 
National Provider Identifier (NPI) 
when data are submitted by the NPI. 
CMS will publicly display ASC data by 
the CMS Certification Number (CCN) 
when data are submitted by the CCNs. 

§ 416.320 Retention and removal of 
quality measures under the ASCQR 
Program. 

(a) General rule for the retention of 
quality measures. Quality measures 
adopted for an ASCQR Program meas-
ure set for a previous payment deter-
mination year are retained in the 
ASCQR Program for measure sets for 
subsequent payment determination 
years, except when they are removed, 
suspended, or replaced as set forth in 
paragraphs (b) and (c) of this section. 

(b) Immediate measure removal. In 
cases where CMS believes that the con-
tinued use of a measure as specified 
raises patient safety concerns, CMS 
will immediately remove a quality 
measure from the ASCQR Program and 
will promptly notify ASCs and the pub-
lic of the removal of the measure and 
the reasons for its removal through the 
ASCQR Program ListServ and the 
ASCQR Program QualityNet Web site. 
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CMS will confirm the removal of the 
measure for patient safety concerns in 
the next ASCQR Program rulemaking. 

(c) Measure removal, suspension, or re-
placement through the rulemaking proc-
ess. Unless a measure raises specific 
safety concerns as set forth in para-
graph (b) of this section, CMS will use 
the regular rulemaking process to re-
move, suspend, or replace quality 
measures in the ASCQR Program to 
allow for public comment. 

(1) Criteria for removal of quality meas-
ures. (i) CMS will use the following cri-
teria to determine whether to remove a 
measure from the ASCQR Program: 

(A) Measure performance among 
ASCs is so high and unvarying that 
meaningful distinctions and improve-
ments in performance can no longer be 
made (topped-out measures); 

(B) Availability of alternative meas-
ures with a stronger relationship to pa-
tient outcomes; 

(C) A measure does not align with 
current clinical guidelines or practice; 

(D) The availability of a more broad-
ly applicable (across settings, popu-
lations, or conditions) measure for the 
topic; 

(E) The availability of a measure 
that is more proximal in time to de-
sired patient outcomes for the par-
ticular topic; 

(F) The availability of a measure 
that is more strongly associated with 
desired patient outcomes for the par-
ticular topic; and 

(G) Collection or public reporting of 
a measure leads to negative unintended 
consequences other than patient harm. 

(ii) The benefits of removing a meas-
ure from the ASCQR Program will be 
assessed on a case-by-case basis. A 
measure will not be removed solely on 
the basis of meeting any specific cri-
terion. 

(2) Criteria to determine topped-out 
measures. For the purposes of the 
ASCQR Program, a measure is consid-
ered to be topped-out under paragraph 
(c)(1)(i)(A) of this section when it 
meets both of the following criteria: 

(i) Statistically indistinguishable 
performance at the 75th and 90th per-
centiles (defined as when the difference 
between the 75th and 90th percentiles 
for an ASC’s measure is within two 

times the standard error of the full 
data set); and 

(ii) A truncated coefficient of vari-
ation less than or equal to 0.10. 

§ 416.325 Measure maintenance under 
the ASCQR Program. 

(a) Measure maintenance under the 
ASCQR Program. CMS follows different 
procedures to update the measure spec-
ifications under the ASCQR Program 
based on whether the change is sub-
stantive or nonsubstantive. CMS will 
determine what constitutes a sub-
stantive versus a nonsubstantive 
change to a measure’s specifications on 
a case-by-case basis. 

(b) Substantive changes. CMS will con-
tinue to use rulemaking to adopt sub-
stantive updates to measures in the 
ASCQR Program. 

(c) Nonsubstantive changes. If CMS de-
termines that a change to a measure 
previously adopted in the ASCQR Pro-
gram is nonsubstantive, CMS will use a 
subregulatory process to revise the 
ASCQR Program Specifications Man-
ual so that it clearly identifies the 
changes to that measure and provide 
links to where additional information 
on the changes can be found. When a 
measure undergoes subregulatory 
maintenance, CMS will provide notifi-
cation of the measure specification up-
date on the QualityNet Web site and in 
the ASCQR Program Specifications 
Manual, and will provide sufficient 
lead time for ASCs to implement the 
revisions where changes to the data 
collection systems would be necessary. 

§ 416.330 Reconsiderations under the 
ASCQR Program. 

(a) Reconsiderations of ASCQR Program 
decisions. An ASC may request recon-
sideration of a decision by CMS that it 
has not met the requirements of the 
ASCQR Program for a particular pay-
ment determination year. An ASC 
must submit a reconsideration request 
to CMS by no later than the first busi-
ness day on or after March 17 of the af-
fected payment year. 

(b) Requirements for reconsideration re-
quests. A reconsideration request must 
contain the following information: 

(1) The ASC CCN and related NPI(s); 
(2) The name of the ASC; 
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(3) The CMS-identified reason for not 
meeting the requirements of the 
ASCQR Program for the affected pay-
ment determination year as provided 
in any CMS notification to the ASC; 

(4) The ASC’s basis for requesting re-
consideration. The ASC must identify 
its specific reason(s) for believing it 
met the ASCQR Program requirements 
for the affected payment determina-
tion year and should not be subject to 
the reduced ASC annual payment up-
date; 

(5) The ASC-designated personnel 
contact information, including name, 
email address, telephone number, and 
mailing address (must include physical 
mailing address, not just a post office 
box); and 

(6) A copy of all materials that the 
ASC submitted to comply with the re-
quirements of the affected ASCQR Pro-
gram payment determination year. 
With regard to information on claims, 
ASCs are not required to submit copies 
of all submitted claims, but instead 
may focus on the specific claims at 
issue. For these claims, ASCs should 
submit relevant information, which 
could include copies of the actual 
claims at issue. 

(c) Reconsideration process. Upon re-
ceipt of a request for reconsideration, 
CMS will do the following: 

(1) Provide an email acknowledge-
ment, using the contact information 
provided in the reconsideration re-
quest, notifying the ASC that the re-
quest has been received; and 

(2) Provide a formal response to the 
ASC contact using the information 
provided in the reconsideration request 
notifying the ASC of the outcome of 
the reconsideration process. 

(d) Final ASCQR Program payment de-
termination. For an ASC that submits a 
timely reconsideration request, the re-
consideration determination is the 
final ASCQR Program payment deter-
mination. For an ASC that does not 
submit a timely reconsideration re-
quest, the CMS determination is the 
final payment determination. There is 
no appeal of any final ASCQR Program 
payment determination. 

PART 417—HEALTH MAINTENANCE 
ORGANIZATIONS, COMPETITIVE 
MEDICAL PLANS, AND HEALTH 
CARE PREPAYMENT PLANS 

Subpart A—General Provisions 

Sec. 
417.1 Definitions. 
417.2 Basis and scope. 

Subpart B—Qualified Health Maintenance 
Organizations: Services 

417.101 Health benefits plan: Basic health 
services. 

417.102 Health benefits plan: Supplemental 
health services. 

417.103 Providers of basic and supplemental 
health services. 

417.104 Payment for basic health services. 
417.105 Payment for supplemental health 

services. 
417.106 Quality assurance program; Avail-

ability, accessibility, and continuity of 
basic and supplemental health services. 

Subpart C—Qualified Health Maintenance 
Organizations: Organization and Operation 

417.120 Fiscally sound operation and as-
sumption of financial risk. 

417.122 Protection of enrollees. 
417.124 Administration and management. 
417.126 Recordkeeping and reporting re-

quirements. 

Subpart D—Application for Federal 
Qualification 

417.140 Scope. 
417.142 Requirements for qualification. 
417.143 Application requirements. 
417.144 Evaluation and determination proce-

dures. 

Subpart E—Inclusion of Qualified Health 
Maintenance Organizations in Em-
ployee Health Benefits Plans 

417.150 Definitions. 
417.151 Applicability. 
417.153 Offer of HMO alternative. 
417.155 How the HMO option must be in-

cluded in the health benefits plan. 
417.156 When the HMO must be offered to 

employees. 
417.157 Contributions for the HMO alter-

native. 
417.158 Payroll deductions. 
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